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IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 

re Application of: 

MICHAEL HOUGHTON et al 
Serial No.: 08/441,355 Group Art Unit: 1815 

Filed: May 15, 1995 Examiner: M. Zeman 

For: NANBV DIAGNOSTICS AND VACCINES 

INFORMATION DISCLOSURE STATEMENT 

UNDER 37 CFR 81.56. S1.97 AND 81.98 f f . J 

/ hereby certify that this correspondence is 

being deposited with the United States 

Assistant Commissioner for Patents & Trademarks Posta i Service as first class mail in an 

Washington, D.C. 20231 envelope addressed to: Box Z 



Commissioner of Patents and Trademarks, 
Washington, D.C 20231 on this /( 
Dear Sir: day of . fiwtA iK >^-££- 



The information listed below, may be material to the examination of the above-identified 
application. All of the information below was previously considered by a U.S. Examiner during 
the prosecution of applications from which this application takes priority. Some information that 
was considered in a previous related application 08/103,961 ("the ^961 application") has not been 
listed in this IDS in an effort to facilitate the Examiner's review of the application and relevant 
materials. The Examiner may, nonetheless, wish to review the December 1993 information 
disclosure statement filed in the "961 application. 

Section I is a comprehensive list of all the information to be made of record in an 
Information Disclosure Statement in this application. Section LA. contains information 
previously submitted to the PTO but that which was cited for the first time during the 
prosecution of U.S. Serial No. 08/307,273, the parent of the present application. Information 
listed in Section LB. was cited during the prosecution of earlier related applications. Information 
that is listed below and which has been considered or provided in earlier applications (cited in 
Sections LA. and LB.) is listed on the attached PTO- 1449, but copies have not been provided 
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pursuant to 37 CFR § 1.98(d). Section II lists the information from Sections LA. and LB. relating 
to the inventorship of the application. For the ease of the Examiner, cross-references to the 
earlier applications and reference number in the IDS or Examiner's Action have been provided. 

There have been rejections during prosecution of pending applications and a number of 
attacks on the validity of corresponding foreign patents and allowed applications. Sections III to 
VI organize the information in Section I based on the forum and foreign application patents 
under attack. The Examiner can use Sections III to VI as a guide to the material cited in Section 
I and II. Rejections and other attacks have been made in the form of, inter alia, written argument, 
document citations and substantive testimony, including declarations and affidavits. While these 
attacks are believed to be without merit, it is believed by applicants that this information should 
be submitted to the Examiner out of an abundance of caution. The best explanation of these 
attacks is believed to be found in the various written arguments, pleadings, opposition statements 
and witness statements that accompany the attacks. Relevant selections from applicants' 
responsive pleadings, opposition replies, and witness statements that set out applicants' views of 
the various statements are likewise submitted herewith. The Examiner should also consult 
contemporaneous review articles regarding the state of the art at the time the invention was 
made, many of which have been previously submitted. 

The Examiner is respectfully requested to make all of this information of official record 
in the application. 

For the Examiner's convenience, the information has been organized as follows: 



ORGANIZA TION OF THE INFORMA TION DISCLOSURE STA TEMENT 
I. COMPLETE LIST OF ALL INFORMATION SUBMITTED IN 



THIS APPLICATION 
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LA 



Information first submitted to a U.S. Patent Office 
Examiner in related U.S. Serial No. 08/307,273 



6 



LB 



Information Previously considered by a U.S. Patent Office 
Examiner (on forms 1449 and 892 during the prosecution 
of applications from which 08/307,273 claims priority) 
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II. INFORMATION PERTAINING TO THE INVENTORSHIP OF 

THE APPLICATION 56 

III. REFERENCES AND OTHER MATERIALS CITED TOWARDS 
REJECTIONS OF CLAIMS OR OBJECTIONS TO THE 
SPECIFICATION CORRESPONDING TO THE FIRST 

FOREIGN FILING 60 

III.A. List of Art Cited bv a U.S. Examiner Against the Claims 

of a Parent Application 60 

III.B. List of Art Cited Against the Claims During the 

Prosecution of AUSTRALIAN Patent No. 624.105 60 

III.C. List of References Cited in the Litigation of 

AUSTRALIAN Patent No. 624.105 60 

III.D. List of Art Cited Against the Claims During the 

Prosecution of CHILEAN Patent No. 38.053. 66 

III.E. List of References Cited Against the Claims During the 
Prosecution and/or in the Third Party Observation of 

European Patent No. 0 3 18 216 66 

III.F. Consolidated Oppositions to EUROPEAN Patent no. 0 

318216 68 

III.G. List of Art Cited bv Murex in the Nullity Proceedings 
against GERMAN Patent Nos. DP 298524. DP 287104 

and PP 298527 74 

III.H. List of Art Cited Against the Claims Puring the 

Prosecution of HUNGARIAN Patent Application No. 

388/89 75 

III.I. List of References Cited in the ITALIAN Litigation of 

European Patent No. 0 318 216 76 

III.J. List of Art Cited Against the Claims Puring the 

Prosecution of JAPANESE Application No. 01-500565 77 

III.K. List of Art Cited Against the Claims Puring Prosecution 
of the 3rd Pivisional of JAPANESE Application No. 01- 
500565 77 
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III.L. List of Art Cited Against the Claims During Prosecution 
of the 4th Divisional of JAPANESE Application No. 01- 
500565 77 

III.M. Materials Related to or Cited in the First Opposition 
against the JAPANESE Patent Application No. 01- 

500565 78 

III.N. List of Art Cited in the Second Opposition against the 

JAPANESE Patent Application No. 01-500565 79 

III.O. List of Art Cited in the Third Opposition against the 

JAPANESE Patent Application No. 01-500565 79 

III.P. List of Art Cited in the Fourth Opposition against the 

JAPANESE Patent Application No. 01-500565 80 

III.Q. List of Art Cited in the Sixth Opposition against the 

JAPANESE Patent Application No. 01-500565 80 

III.R. List of Art Cited in the Seventh Opposition against the 

JAPANESE Patent Application No. 01-500565 81 

III.S. List of Materials Cited in the Eighth Opposition against 

the JAPANESE Patent Application No. 01-500565 81 

HIT. List of Art Cited in the Ninth Opposition against the 

JAPANESE Patent Application No. 01-500565 82 

III.U. List of Materials Cited in the Tenth Opposition against 

the JAPANESE Patent Application No. 01-500565 82 

III.V. List of Art Cited in the Eleventh Opposition against the 

JAPANESE Patent Application No. 01-500565 88 

III.W. List of Materials Cited in the Twelfth Opposition against 

the JAPANESE Patent Application No. 01-500565 88 

III.X. List of Art Cited in the Thirteenth Opposition against the 

JAPANESE Patent Application No. 01-500565 89 

III.Y. List of Art Cited in the Fourteenth Opposition against the 

JAPANESE Patent Application No. 01-500565 92 
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III.Z. List of Art Cited Against the Claims During the 

Prosecution of NEW ZEALAND Patent Application No. 

227.011. 94 

III.AA. List of Art Cited Against the Claims During the 

Prosecution of SOVIET UNION Patent Application No. 

474222113 95 

III.BB. List of Art Cited bv the Opponent During the Opposition 

to TAIWAN Patent Application No. 77108060 95 

III.CC. List of References Cited Against the Patent During the 

Litigation of U.K. Patent No. 2.21251 1 96 

III. DD. List of Art Cited Against the Claims During the 

Prosecution of U.K. Patent No. 2.212511 98 

IV. REFERENCES AND OTHER MATERIALS CITED TOWARDS 
A REJECTION OF THE CLAIMS OR OBJECTIONS TO THE 
SPECIFICATION CORRESPONDING TO THE SECOND 

FOREIGN FILING 100 

IV. A. List of materials cited in the Opposition to 

AUSTRALIAN Patent No. 640.920 1 00 

IV.B. List of materials cited bv Hoffman la Roche AG in a third 
party observation filed in JAPANESE Patent Application 
02-505094 103 

IV. C. List of Art Cited bv the Opponent during the Opposition 

to TAIWAN Patent Application No. 79102799 103 

V. REFERENCES AND OTHER MATERIALS CITED TOWARDS 
REJECTIONS OF CLAIMS OR OBJECTIONS TO THE 
SPECIFICATION CORRESPONDING TO THE THIRD 

FOREIGN FILING 1 04 

V. A. List of Art Cited Against the Claims bv A U.S. Examiner 105 

V.B. List of Art Cited Against the Claims During the 

Prosecution of PCT/US90/02853. 105 

VI. INFORMATION FROM THE LITIGATION OF U.K. PATENT 

2.212.511 106 
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VI.A. Affidavits and Trial Bundles from the Litigation of U.K. 

Patent No. 2.212.511 107 



I. COMPLETE LIST OF ALL INFORMATION SUBMITTED IN THIS 
APPLICATION 

LA. Information first submitted to a U.S. Patent Office Examiner in related U.S. 
Serial No. 08/307.273 

[Volume 1] 

LA. 1 . Arrand, et al., "Molecular Cloning of the Complete Epstein-Barr 

Virus Genome as a Set of Overlapping Restriction Endonuclease 
Fragments," Nucleic Acids Res. 9(13):2999-3014 (1981) 

I.A.2. Baer, et al., "DNA Sequence and Expression of the B95-8 Epstein- 

Barr Virus Genome," Nature 310:207-21 1 (1984) 

I.A.3. Bankier, et al., "Sequence Analysis of the 17,166 Base-Pair Econ 

Fragment C of B95-8 Epstein-Barr Virus," Mol. Biol. Med. 1:21- 
45 (1983) 

LA.4. Barrell, et al., (Cogent Ltd.), WO 89/05855-A 

I.A.5. Beck, et al., "Human Cytomegalovirus Encodes a Glycoprotein 
Homologous to MHC Class-I Antigens," Nature 331:269-272 
(1988) 

I.A.6. Mierendorf, et al., "Gene Isolation by Screening Xgtl 1 Libraries 

With Antibodies," Methods In Enzvmology , Ch. 51, 152, Berger & 
Kimmel (Eds), Academic Press Ltd. (1987) 

I.A.7. Biggin, et al., "Transcription and DNA Sequence of the Bamhi L 

Fragment of B95-8 Epstein-Barr Virus," EMBO J. 3(5): 1083-1 090 
(1984) 

I.A.8. Billeter, et al., "Cloning of DNA Corresponding to Four Different 
Measles Virus Genomic Regions," Virology 132:147-159 (1984) 

I.A.9. Blumberg, "Australia Antigen and Biology of Hepatitis B," 

Science 197:17-25 (1977) 

LA. 10. Bodescot, et al., "Clustered Alternative Splice Sites In Epstein-Barr 
Virus Rnas," Nucleic Acids Res. 15:5887 (1987) 

LA.l 1 . Boss, et al., "Cloning and Sequence Analysis of the Human Major 
Histocompatibility Complex Gene DC-3S," Proc. Natl. Acad. Sci. 
USA 81:5199-5203 (1984) 



6 



PATENT 
Atty. Docket No. 0063.021 
USSN 08/441,355 

LA. 12. Bradley, "Research Perspectives in Posttransfusion Non-A, Non-B 
Hepatitis," Infection, Immunity and Blood Transfusion , (Dodd, 
R.Y. & Barker, L.F. (Eds.), Alan R. Liss Inc.) Pp. 81-97 (1985) 

LA. 13. Bradley, et al., "Transmission, Etiology and Pathogenesis of Viral 
Hepatitis Non-A, Non-B in Non-Human Primates," Adv. Hepat. 
Res. Ch.31 pp. 268-280 (1984) 

LA. 14. Bradley, et al., "Posttransfusion Non-A, Non-B Hepatitis: 

Physicochemical Properties of Two Distinct Agents," J. Infect. Pis. 
148(2):254-265 (1983) 

LA. 15. Burrell, et al., "Expression in Escherichia Coli of Hepatitis B Virus 
DNA Sequences Cloned in Plasmid Pbr322," Nature 279:43-47 
(1979) 

LA. 16. Chan, et al., "Serological Responses to Infection with Three 
Different Types of Hepatitis C Virus," The Lancet 338:1391 
(1991) 

LA. 17. Charnay, et ah, "Biosynthesis of Hepatitis B Virus Surface Antigen 
in Escherichia coli," Nature 286:893-895 (1980) 

LA. 18. Chien, et al., (Chiron Corporation), WO 93/00365 

LA. 19. Choo, et al., (Chiron Corporation), Australian Patent Application 
No. 58123/90 

LA.20. Daniels, et al., "A Second Major Class of Alu Family Repeated 
DNA Sequences in a Primate Genome," Nucleic Acids Res. 
11(21):7595-7610(1983) 

I.A.21 . Davies (ed.), Amino Acids and Peptides , (Chapman and Hall, 
London, 1985) 

Due to the size of the reference, it has not been provided herewith. However, the 
title page and Table of Contents are provided for the Examiner's review. 
Should the Examiner wish to review the reference, it is available at the Library 
of Congress and identified under the call letters QP561 A48 1985 [(202) 707- 
5522]. In addition, it is available at the National Library of Medicine and is 
identified under the call letters QU 39 A517 1985 [(301) 496-6095]. 

I.A.22. Davis, et al., "Isolation of cDNA Clones for Differentially 

Expressed Genes of the Human Parasite Schistosoma Mansoni" 
Proc. Natl. Acad. Sci. USA 83:5534-5538 (1986) 

I.A.23. Davison, et al., "The Complete DNA Sequence of Varicella-Zoster 
Virus," J. Gen. Virol. 67: 1 759- 1 8 1 6 (1986) 

I.A.24. Deininger, et al., "Sequence Analysis and in Vitro Transcription of 
Portions of the Epstein-Barr Virus Genome," J. Cell Biochem. 
19:267-274(1982) 
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I.A.25. Dull, et al., "Insulin-Like Growth Factor II Precursor Gene 

Organization in Relation to Insulin Gene Family," Nature 310:777- 
781 (1984) 

I.A.26. Emtage, et al., "Influenza Antigenic Determinants Are Expressed 
From Haemagglutinin Genes Cloned in Escherichia coli" Nature 
283:171-174(1980) 

I.A.27. European Patent Application No. 88400790.7 

I.A.28. Farci, et al., "A Long-Term Study of Hepatitis C Virus Replication 
In Non-A, Non-B Hepatitis," New Eng. J. Med. 325(2): 96- 104 
(1991) 

I.A.29. Farrell, et al., "Latent and Lytic Cycle Promoters of Epstein-Barr 
Virus," EMBOL 2(8):1331-1338 (1983) 

I.A.30. Farrell, et al., "Homologous Upstream Sequences Near Epstein- 
Barr Virus Promoters," Proc. Natl. Acad. Sci. USA 80:1565-1569 
(1983) 

I.A.3 1 . Feinstone, et al., "Transfusion-Associated Hepatitis Not Due To 
Viral Hepatitis Type A Or B," New England J. Med. 292(15):767- 
770 (1975) 

I.A.32. Forsgren, et al., "Molecular Cloning and Characterization of A 
Full-Length cDNA Clone for Human Plasminogen," FEBS Lett. 
213(2):254-260 (1987) 

I.A.33. Geysen, et al., "A Priori Delineation of A Peptide Which Mimics A 
Discontinuous Antigenic Determinant," Mol. Immunol. 23:709-715 
(1986) 

I.A.34. Gibson, et al., "Homology Between Two EBV Early Genes and 
HSV Ribonucleotide Reductase and 38K Genes," Nucleic Acids 
Res. 12(12):5087-5099 (1984) 

I.A.35. Gilmore, et al., "The Nucleocapsid Gene of Infectious 

Hematopoietic Necrosis Virus, A Fish Rhabdovirus," Virology 
167:644-648 (1988) 

I.A.3 6. Glover (ed), DNA Cloning 1: A Practical Approach. (IRL Press, 
Washington DC, USA) (1985) 

Due to the size of the reference, it has not been provided herewith. However, the 
title page and Table of Contents are provided for the Examiner's review. 
Should the Examiner wish to review the reference, it is available at the National 
Library of Medicine and identified under the call letters QH 442.2 D629 1985 
[(301)496-6095] 
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[Volume 2] 

I.A.40. 

I.A.41. 
I.A.42. 
[Volume 3] 

I.A.43. 
LA.44. 

I.A.45. 

I.A.46. 

I.A.47. 
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I.A.37. Gross, et al., (eds), The Peptides , (Academic Press, New York, 
1983) 

Due to the size of the reference, it has not been provided herewith. However, the 
title page and Table of Contents are provided for the Examiner's review. 
Should the Examiner wish to review the reference, it is available at the National 
Library of Congress and is identified under the call letters QP 552 P4 P47 [(202) 
707-5522]. 

Habets, et al. ? HCV Antibodies React with Ross River Virus 
Peptide . (8/25/94) 

Highfield, et al., (Wellcome Foundation Ltd.), Published 
application DE 4040339 Al (Corresponding English language 
application GB 2,239,245 A) 



Houghton, et al., (Chiron Corporation), Japanese publication 
5-81600 

Houghton et al., (Chiron Corporation), WO 89/04669 
Houghton et al. 5 (Chiron Corporation), WO 90/1 1089 

Houghton et al., (Chiron Corporation), WO 90/14436 

U.K. High Court Judgment in Chiron vs. Organon, Akzo Pharma, 
and UBI and Chiron vs. Murex (November 2, 1995) 

U.K. Appeals Court Judgment in Chiron vs. Organon, Akzo 
Pharma, and UBI and Chiron vs. Murex (October 5, 1993) 

Houghton, et al., "Molecular Biology of the Hepatitis C Viruses: 
Implications for Diagnosis, Development and Control of Viral 
Disease," Hepatology 14:381-388 (1991) 

Ishida, et ah, "Sequence of 2,617 Nucleotides From the 3' End of 
Newcastle Disease Virus Genome RNA and the Predicted Amino 
Acid Sequence of Viral NP Protein," Nucleic Acids Res. 
14(16):6551-6564(1986) 

I.A.48. Jeang, et al., "Organization of the Epstein-Barr Virus DNA 

Molecule. III. Location of the P3HR-1 Deletion Junction and 
Characterization of the Nod Repeat Units That form Part of the 
Template for An Abundant 12-0-Tetradecanoylphorbol-13- 
Acetate-Induced Mrna Transcript " J. Virol. 48(1):135-148 (1983) 
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I.A.49. Jones, et al., u The EB Virus Genome In Daudi Burkitfs 

Lymphoma Cells Has A Deletion Similar To That Observed In A 
Non-Transforming Strain (P3HR-1) of the Virus," EMBO J. 
3(4):813-821 (1984) 

LA.50. Kemp, et al., "Direct Immunoassay for Detecting Escherichia Coli 
Colonies That Contain Polypeptides Encoded By Cloned DNA 
Segments," Proc. Natl. Acad. Sci. USA 78(7):4520-4524 (1981) 

I.A.5 1 . Kilejian, et al., "Histidine-Rich Domain of the Knob Protein of the 
Human Malaria Parasite Plasmodium Falciparum, " Proc. Natl. 
Acad. Sci. USA 83:7938-7941 (1986) 

I. A. 52. Kozak, "Possible Role of Flanking Nucleotides In Recognition of 
the AUG Initiator Codon By Eukaryotic Ribosomes," Nucleic 
Acids Res. 9(20):5233-5252 (1981) 

I.A.53. Krissansen, et al., "Primary Structure of the T3 K Subunit of the 
T3/T Cell Antigen Receptor Complex Deduced From Cdna 
Sequences: Evolution of the T3 K and A Subunits," EMBO J. 
5(8):1799-1808 (1986) 

I.A.54. Kuo, et al., (Chiron Corporation), Japanese Publication 02-500880 
(translated version of PCT/US88/04125) 

I.A.55. Kuo, et al., (Chiron Corporation), Australian Patent Application 
No. 27967/89 

I.A.56. Ladin, et al., "Characterization of A cDNA Encoding Ricin E, A 

Hybrid Ricin-Ricinus Communis Agglutinin Gene From the Castor 
Plant Ricinus Communis;' Plant Mol. Biol. 9:287-295 (1987) 

I.A.57. Laux, et al., "A Spliced Epstein-Barr Virus Gene Expressed In 
Immortalized Lymphocytes Is Created By Circularization of the 
Linear Viral Genome," EMBO J. 7(3):769-774 (1988) 

I.A.58. Leguoy, et al., "Structure and Expression of the Murine L-Myc 
Gene," EMBO J. 6(ll):3359-3366 (1987) 



[Volume 4] 



LA.59. Marjarian, et al., (Praxis Biologies, Inc.), Australian Patent 
Application No. 36979/89 (Corresponding application 
WO 89/10967) 

I.A.60. Malby, et al., "The Structure of A Complex Between the NC10 
Antibody and Influenza Virus Neuraminidase and Comparison 
With the Overlapping Binding Site of the NC41 Antibody," 
Structure 2:733-746 (1994) 
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I.A.61. Maniatis, et al., Molecular Cloning: A Laboratory Manual , Cold 
Spring Harbour Press, Cold Spring Harbour, NY (1982) 

Due to the size of the reference, it has not been provided herewith. However, the 
title page and Table of Contents are provided for the Examiner's review. 
Should the Examiner wish to review the reference, it is available at the National 
Library of Medicine and is identified under the call letters EE3555 [(301) 496- 
6095] 

I.A.62. Mason, et al., "Partial Nucleotide Sequence of the Japanese 
Encephalitus Virus Genome," Virology 158:348-360 (1987) 

I.A.63. May, et al., "Significance of Similarities In Patterns: An 
Application To 3 Interferon-Related DNA On Human 
Chromosome 2," Proc. Natl. Acad. Sci. USA 82:4090-4094 (1985) 

I.A.64. McOmish, et al., "Detection of Three Types of Hepatitis C Virus In 
Blood Donors: Investigation of Type-Specific Differences In 
Serologic Reactivity and Rate of Alanine Aminotransferase 
Abnormalities " Transfusion 33(1^:7-13 (1993) 

I.A.65. McOmish, et al., "Geographical Distribution of Hepatitis C Virus 
Genotypes In Blood Donors: An International Collaborative 
Survey," J. Clin. Microbiol. 32(4):884-892 (1994) 

I.A.66. Kemp, et al. , Methods in Enzvmology , 79:622-630 (1981), 
published by Academic Press Inc. 

I.A.67. Molenaar, et al., "Structure and Organization of Two Linked 

Ribosomal Protein Genes In Yeast," Nucl. Acids Res. 12(19):7345- 
7358 (1984) 

I.A.68. Murray, et al., "The Expression of Hepatitis B Virus Antigen 
Genes In Escherichia Coli," Hepatitis B. Vaccine, INSERM 
Symposium No. 18 (Maupas, et al. eds.) pp. 289-304 (1981) 

Due to the size of the reference, it has not been provided herewith. However, the 
title page and Table of Contents are provided for the Examiner's review. 
Should the Examiner wish to review the reference, it is available at the National 
Library of Congress and is identified under the call letters QR 189 5 H46 157 
1980 [(202) 707-5522]. In addition , it is available at the National Library of 
Medicine and is identified under the call letters W3 1328 E no.18 1980 [(301) 
496-6095] 

I.A.69. Ogasawara, et al., "Genes and their Organization In the Replication 
Origin Region of the Bacterial Chromosome," Mol. Microbiol. 
6(5):629-634(1992) 

I.A.70. Oram, et al., "Use of Recombinant Plasmids To Investigate the 

Structure of the Human Cytomegalovirus Genome," J. Gen. Virol. 
59:111-129(1982) 
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I.A.71. Pasek, et al., "Hepatitis B Virus Genes & their Expression In E. 
ColC Nature 282:575-579 (1979) 

I.A.72. Prince, et al., Viral Hepatitis pp. 633-640 (The Franklin Press, 
1978) 

I.A.73. Prince, et al., "Long-Incubation Post-Transfusion Hepatitis Without 
Serological Evidence of Exposure To Hepatitis-B Virus," The 
Lancet pp. 241-246 (August 3, 1974) 

LA.74. Prince, et al., "Inactivation of Hepatitis B and Hutchinson Strain 
Non-A, Non-B Hepatitis Viruses By Exposure To Tween 80 and 
Ether," Vox Sang 46:36-43 (1984) 

I.A.75. Reyes, et al., "Molecular Biology of Non-A, Non-B Hepatitis 

Agents: Hepatitis C and Hepatitis E Viruses," Advances in Virus 
Research 40:57-102 (1991) 

I.A.76. Rice, et al., Proc. Natl. Acad. Sci. USA 78:2062-2066 (1981) 

I.A.77. Sagar, et al., "Interferon-S-Related DNA Is Dispersed In the 
Human Genome," Science 223:1312-1315 (1984) 

LA.78. Seguin, et al., "DNA Sequence and Transcription of Bamtii 

Fragment B Region of B95-8 Epstein-Barr Virus," Mol. Biol. Med. 
1:369-392(1983) 

I.A.79. Sehgal, et al., "Isolation of Novel Human Genomic DNA Clones 
Related To Human Interferon-Sj Cdna," Proc. Natl. Acad. Sci. 
USA 80:3632-3636 (1983) 

I.A.80. Shine, et al., "The 3 '-Terminal Sequence of Escherichia Coli 16S 
Ribosomal RNA: Complementarity To Nonsense Triplets and 
Ribosome Binding Sites," Proc. Natl. Acad. Sci. USA 71(4): 1342- 
1346(1974) 

I. A.8 1 . Simmonds, et al., "Mapping of Serotype-Specific, 

Immunodominant Epitopes In the NS-4 Region of Hepatitis C 
Virus (HCV): Use of Type-Specific Peptides To Serologically 
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(1987) 
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Corticotropin-O-Lipotropin Precursor Gene," Nucleic Acids Res. 
11(19):6847-6858(1983) 

I.A.90. Takkinen, "Complete Nucleotide Sequence of the Nonstructural 
Protein Genes of Semliki forest Virus," Nucl. Acids Res. 
14(14):5667-5682 (1986) 

I.A.91. Tamashiro, et al., "Structure of the Heterogeneous L-S Junction 

Region of Human Cytomegalovirus Strain AD 169 DNA," J. Virol. 
52(2):541-548(1984) 

I.A.92. "Mysterious Strain of Hepatitis Is Identified," The Wall Street 
Journal Friday, 21 April 1989 

I.A.93. Vallari, et al., "Serological Markers of Posttransfusional Hepatitis 
C Viral Infection," J. Clin. Microbiol. 30(3):552-556 (1992) 

I.A.94. Weston, et al., "Sequence of the Short Unique Region, Short 
Repeats, and Part of the Long Repeats of Human 
Cytomegalovirus," J. Mol. Biol. 192:177-208 (1986) 

I.A.95. Yang, et al., "Human Dihydrofolate Reductase Gene Organization. 

Extensive Conservation of the G+C-Rich 5' Non-Coding Sequence 
and Strong Intron Size Divergence From Homologous Mammalian 
Genes," J. MoL Biol. 176:169-187 (1984) 

I.A.96. Yates, et al., "A G's-Acting Element From the Epstein-Barr Viral 
Genome That Permits Stable Replication of Recombinant Plasmids 
In Latently Infected Cells," Proc. Natl. Acad. Sci. USA 81:3806- 
3810(1984) 
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I.A.97. Young, et al., "Efficient Isolation of Genes By Using Antibody 
Probes," Proc. Natl. Sci. USA 80:1 194-1 198 (1983) 

LA.98. Suzuki, et al., "Characterization of A cDNA for Human Protein C 
Inhibitor^' J. Biol. Chem. 262(2):61 1-616 (1987) 

I.A.99. First Opposition to Chiron Japanese Patent Application No. 01- 
500565, filed by Steven Woodsmall (and translation) with 
supporting documents including: 

Arima, "Experimental Report", April 25, 1994 

Atassi, et al., "A Proposal for the Nomenclature of Antigenic Sites 
In Peptides and Proteins," Immunochemistrv 15:609-610 (1978) 

Comparison table of the two epitope sites identified by Dr. Geysen, 
and by Ihara et al. others in NS3 region. 

HLA Handbook, p. 145 (Science forum, Inc., 9/25/87). 

Immunological Science, Vol. 1 (Bon'eido Inc., July 5, 1977) 

Program for 41st General Assembly of the Virology Society of 
Japan, p. 88, October 13, 1993 

LA. 100. Reply to First Opposition to Chiron Japanese Patent Application 
No. 01-500565 



[Volume 5] 



I. A. 1 0 1 . Second Opposition to Chiron Japanese Patent Application No. 0 1 - 
500565, filed by Akira Yamamoto (and translation) with 
supporting documents including: 

Giangaspero, et al., "Bovine Viral Diarrhoea," The Lancet p. 1 10 
(July 9, 1988) 

Purchio, et al., "Characterization of Virus-Specific Bovine Cells 
Infected With Bovine Viral Diarrhea Virus," J. Virol . 48(1):320- 
324(1983) 

Renard, et al., "Molecular Cloning of Bovine Viral Diarrhea Viral 
Sequences/' DNA 4(6):429-438 (1985) 

Takamizawa, et al., "Structure and Organization of the Hepatitis C 
Virus Genome Isolated From Human Carriers," J. Virol. 
65(3):1 105-1 113 (1991) 

LA. 102. Reply to Second Opposition to Chiron Japanese Patent Application 
No. 01-500565 
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I.A.103. Third Opposition to Chiron Japanese Patent Application No. 01- 
500565, filed by Asako Sudo (and translation) with supporting 
. documents including: 

Choo, et al., (Chiron Corporation), Japanese publication 04-504715 

Choo, et al., (Chiron Corporation), European Patent Application 
0 450 931 Al (published 20/9/91) 

Kiyosawa, "Report on Experimental Results," Second Internal 
Medicine , Department of Medicine, Shinshu University (1994) 

I. A. 104. Reply to Third Opposition to Chiron Japanese Patent Application 
No. 01-500565 

LA. 105. Fourth Opposition to Chiron Japanese Patent Application No. 01- 
500565, filed by Yashimi Tawara (and translation) with supporting 
documents including: 

Galabru, et al., "Autophorphorylation of the protein kinase 
dependent on double-stranded DNA," J. Biol. Chem. 
262(32):15538-15544(1987) 

Ishiguro, et al., "Isolation of a hagfish gene that encodes a 
complement component," EMBO J. ll(3):829-837 (1992) 

Kobayashi, et al., "Isolation and characterization of 
immunoglobulin of hagfish, Eptatretus burgeri, a primitive 
vertebrate," Mol. Immunol. 22 (9) : 1 09 1 - 1 097 ( 1 9 8 5) 

Second Internal Department, the School of Medicine, Shinsyu 
University, Report on Experimental Results carried out by 
Assistant Professor Kendo Kiyosawa 

White, et al., Med. Virol. Chapter 20. (third ed., Kabushiki Kaisya 
Kindai Syuppan), pp. 463-468 

LA. 1 06. Reply to Fourth Opposition to Chiron Japanese Patent Application 
No. 01-500565 

I. A. 107. Fifth Opposition to Chiron Japanese Patent Application No. 01- 
500565, filed by Tetsuo Nakamura (and translation) 

I. A. 108. Reply to Fifth Opposition to Chiron Japanese Patent Application 
No. 01-500565 
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LA. 109. Sixth Opposition to Chiron Japanese Patent Application No. 01 - 
500565, filed by Toren K.K. (and translation) with supporting 
documents including: 
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Kiyosawa, Experimental Report "Hepatitis Viruses and 
Hepatocellular Carcinoma, Approaches through Molecular Biology 
and Ecology " pp. 251-261 (Academic Press, 1985) 

LA. 1 1 0. Reply to Sixth Opposition to Chiron Japanese Patent Application 
No. 01-500565 

LA. 1 1 1 . Seventh Opposition to Chiron Japanese Patent Application No. 0 1 - 
500565, filed by Sumitomo Metal Industries, Ltd. (and translation) 
with supporting documents including: 

Bradley, et aL, "Non-A, Non-B Hepatitis: Toward the Discovery of 
Hepatitis C and E Viruses," Seminars in Liver Disease 1 1(2): 128- 
146(1991) 

Kato, et al., "Molecular cloning of the human hepatitis C virus 
genome from Japanese patients with non-A, non-B hepatitis," Proc. 
Natl. Acad. Sci. USA 87:9524-9528 (1990) 

Najarian, et aL, "Primary structure and gene organization of human 
hepatitis A virus," Proc. Natl. Acad. Sci. USA 82:2627-263 1 
(1985) 

Pillot, (Institut Pasteur), Japanese Laid Open Patent Publication 
62-249999 

"Research Report of 1987", Welfare Ministry Hepatitis Study 
Liaison Conference, pp. 189-193 

LA. 1 12. Reply to Seventh Opposition to Chiron Japanese Patent 
Application No. 01-500565 

LA. 1 1 3 . Eighth Opposition to Chiron Japanese Patent Application No. 0 1 - 
500565, filed by Hiroshi lino (and translation) with supporting 
documents including: 

Decision of Opposition With Respect to Reason for Opposition by 
Sankyo Co. Ltd. for Japanese Patent Application No. 58-79205 

Furutani, et aL, (Dainippon Pharm. KK), Japanese Laid Open 
Patent Publication 60-185799 (published 9/21/85) (Corresponding 
English language application US Patent No. 5,288,852) 

Furutani, et aL, (Dainippon Pharm KK), Japanese Patent 
Publication 01-057955 (Corresponding English language 
application US Patent No. 5,288,852) 

Goeddel, et aL, (Genentech, Inc.), Japanese Patent Publication No. 
62-016931 (Corresponding English language application EP 
0093619 Al) 
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Notice of Reason for Rejection for Japanese Patent Application 

59- 43617 

Notice of Reason for Rejection for Japanese Patent Application 

60- 71283 

Wallace, et al., (Asahi Kasei Kogyo KK, et al.), Japanese Patent 
Publication 02-005760 (Corresponding English language 
application US Patent No. 4,879,226) 

I. A. 1 1 4. Reply to Eighth Opposition to Chiron Japanese Patent Application 
No. 01-500565 
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I .A. 1 1 5 . Ninth Opposition to Chiron Japanese Patent Application No. 0 1 - 
500565, filed by Kyokuto Seiyaki Kogyo, Inc. (and translation) 
with supporting documents including: 

Atassi, et al., "A Comparison of T Cell and B Cell Recognition of 
Defined Protein Antigens," Antigen Specific T Cell Receptors and 
Factors , Chapter 1 (1987) 

Expert Opinion of T. Azuma 

Norbby, et ah, "Site-Directed Serology with Synthetic Peptides 
Representing the Large Glycoprotein G of Respiratory Syncytial 
Virus," Proc. Natl. Acad. Sci. USA 84:6572-6576 (1987) 

Porter, et al., (eds.), "Final General Discussion" and "Chairman's 
Summing Up," Synthetic Peptides as Antigens . Ciba Foundation 
Symposium 119(1 986) pp. 279-296. 

Shikata, "Molecular Biology of Hepatitis C Virus," Cell Tech. 
9(6):535-541 (1990) 

LA. 116. Reply to Ninth Opposition to Chiron Japanese Patent Application 
No. 01-500565 

LA. 1 1 7. Tenth Opposition to Chiron Japanese Patent Application No. 01- 
500565, filed by United Biomedical, Inc. (and translation) with 
supporting documents including: 

Arima, et al., (Res. Found. Microbial., et al.), Japanese Laid-Open 
Patent Publication 03-139282 

Berzofsky, et al., "Immunogenicity and Antigen Structure," 
Fundamental Immunology . Chpt. 8, 3rd Ed. (Raven Press, NY), 
pp. 235-282 (1993) 
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Carlson, et al., "A Nonstructural Protein of Feline Panleukopenia 
Virus: Expression in Escherichia coli and Detection of Multiple 
forms in Infected Cells," J. Virol. 61(2):621-624 (1987) 

Company News by Dow Jones/ News Retrieval (October 6, 1993) 

Declaration of Dr. Barbara Hosein of May 10, 1993 

Declaration By Kathelyn S. Steimer (9/14/90) 

[Volume 8] 

Dina, et al., (Chiron Corporation), U.S. Patent 5,156,949 
Expert Report of Dr. Timothy John Harrison (6/2/93) 
gtl 1 Expression Screening Procedure 

Geysen, et al., (Commonwealth Serum Labs), Japanese Publication 
60-500684 (Corresponding English language application WO 
84/03564) 

Joint Motion Pursuant to 37 C.F.R. § 1 .633(b) for Judgment - No 
interference in fact, Essex, Lucia March 1991 

Letter from Chiron Corporation to Dr. Bradley of April 9, 1986 

Muller, et al., "Comparison of Different Methods for Localizing 
Antigenic Regions in Histone H2A," Mol. Immunol. 23(6):593- 
601 (1986) 

Rutter, et al., (University of California), U.S. Patent 5,266,684 

Shikata, et al., "Molecular Biology of Hepatitis C Virus," Saibo 
Kogaku_9(6):535-541 (1990) 

Shimbun, "Confirmation of Hepatitis C. Virus " (1994) 
Statement of Dr. G. R. Reyes of 5/28/93 

Table I of Thomas Monath's "In the Viruses: The Togaviridae and 
Flaviviridae," Series Eds.: Framlet, et al. (Schlesinger & 
Schlesinger, 1986). 

Van Regenmortel, et al., "Synthetic Peptides as Viral Vaccines," 
Ann. Inst. Pasteur/Virol. (1986), 137E, pp. 497-528 

Walfield, et al., "Cloning of a Gene that Codes for a Mosquitocidal 
Toxin from Bacillus thuringiensis var. israelensis," Genetics and 
Biotechnology of Bacilli , (Ganesan, et al., eds.) Academic Press 
(1986.) 

Walfield, et al, "Expression of Treponema pallidum antigens in 
Escherichia coli? Science 216:522-523 (1982) 
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I.A.118. 
LA.119. 



I.A.120. 

[Volume 9] 

LA.121. 

LA. 122. 
LA. 123. 

LA.124. 



Walfield, et al., U.S. Patent 4,652,628 

Witness Statement by Professor Arima at 6/2/93 

Reply to Tenth Opposition to Chiron Japanese Patent Application 
No. 01-500565 

Eleventh Opposition to Chiron Japanese Patent Application No. 01- 
500565, filed by Kokusai Shiyaku (and translation) with supporting 
documents including: 

Diagram schematically showing continuous epitopes and 
discontinuous epitopes 

Diagram showing the relationship between a main epitope in the 
C7 region and an epitope consisting of 8 amino acids reported by 
Dr. Geysen 

Experimental Report by Assistant Professor K. Kiyosawa from 
Shinsu University Medical Department 

Table A showing the reactivity of the C-7 Antigen Region 

Table B showing the reactivities of C-5-1-1 and CI 00-3 

Van Regenmortel, "Factors Modulating Antigenicity," Methods of 
Immunological Analysis Vol. 1, pp. 104-1 14 (1993) Masseyeff 



Reply to Eleventh Opposition to Chiron Japanese Patent 
Application No. 01-500565 

Twelfth Opposition to Chiron Japanese Patent Application No. 01- 
500565, filed by Shigeo Kimura (and translation) with supporting 
documents including: 

Barlow, et al., "Continuous and Discontinuous Protein Antigenic 
Determinants," Nature 322:747-748 (1986) 

Experimental Data No. 1-11 of Kokusai Shiyaku K.K. 

Reply to Twelfth Opposition to Chiron Japanese Patent Application 
No. 01-500565 

Thirteenth Opposition to Chiron Japanese Patent Application No. 
01-500565, filed by Akzo Neamloze Vennootschap (and 
translation) 

Reply to Thirteenth Opposition to Chiron Japanese Patent 
Application No. 01-500565 



19 



PATENT 
Atty. Docket No. 0063.021 
USSN 08/441,355 



LA. 1 25. Fourteenth Opposition to Chiron Japanese Patent Application No. 

01-500565, filed by F. Hoffman la Roche AG (and translation) 
with supporting documents including: 

Fu, et aL, "Full-Length cDNA sequence of Dengue Type 1 Virus 
(Singapore Strain S275/90)," Virology 188:953-958 (1992) 

Guo, et al., "Characterization of a new avian-like influenza A virus 
from horses in China," Virology 188:245-255 (1992) 

Jiang, et al., "The Aeropmas hydrophila exeE gene, required both 
for protein secretion and normal outer membrane biogenesis, is a 
member of a general secretion pathway," MoL Microbiol. 
6(10):1351-1361 (1992) 

Meurs, et al., "Molecular cloning and characterization of the 
human double-stranded RNA-activated protein kinase induced by 
interferon," Cell 62:379-390 (1990) 

Possot, et aL, "Pullulanase Secretion in Escherichia coli K-12 
requires a cytoplasmic protein and a putative polytopic 
cytoplasmic membrane protein," MoL Microbiol. 6:95-105 (1992) 

Sandkvist, et aL, "A protein required for secretion of cholera toxin 
through the outer membrane of Vibrio cholerae," Gene 123:81-86 
(1993) 

Sellar, et al., "Characterization and organization of the genes 
encoding the A-, B- and C-chains of human complement 
subcomponent Clq," Biochem. J . 274:481-490 (1991) 

Shibata, et aL, "Primary structure of soybean lipoxygenase- 1," J. 
Biol. Chem. 262(21): 10080-10085 (1987) 

Whitchurch, et al., "Characterization of a Pseudomonas aeruginosa 
twitching motility gene and evidence for a specialized protein 
export system widespread in eubacteria," Gene 101:33-44 (1991) 

Reply to Fourteenth Opposition to Chiron Japanese Patent 
Application No. 01-500565 

Translation of Decision on Opposition Against Patent Application 
No. 01-500565, issued 12/22/95. 

LA. 128. Statement of Grounds for Opposition to Australian Patent No. 
640,920, filed by Hoffman La Roche, including: 

Notice of Opposition 

Statutory Declaration of Eric James Go wans (9/8/94) in the 
Opposition to Australian Patent No. 640,920 



LA. 126. 
LA. 127. 
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LA. 1 29. Australian Litigation Bundle, for Chiron Australian Patent No. 
624,105, which includes: 

Amended Particulars of Invalidity (1995) in the Litigation of 
Australian Patent No. 624,105 

Application- with Statement of Claims and Particulars of Invalidity 
(03/03/94) in the Litigation of Australian Patent No. 624,105 

Particulars of Infringement (06/10/94) in the Litigation of 
Australian Patent No. 624,105 

Affidavit of Patrick Robert Carnegie (12/13/94) 

Affidavit of Peter Malcolm Colman (12/15/94) 

Affidavit of Eric James Gowans (12/15/94) 

Affidavit of Lacy R. Overby (8/19/94) 

Affidavit of Daniel W. Bradley (4/5/95) 

Affidavit of George Kuo (10/23/95) 

Affidavit of Robert Tjian (10/31/95) 

Affidavit of Amy Joan Weiner (1 1/1/95) 

Affidavit of Michael Steven Urdea (1 1/6/95) 

Affidavit of Michael Houghton (1 1/29/95) 

Affidavit of Gregory R.Reyes (12/05/94) 

Affidavit of Stephen Alister Locarnini (12/08/94) 

Affidavit of David James Kemp (12/07/94) 

Affidavit of Ian David Gust (12/05/94) 

Affidavit of Stephen M. Feinstone (08/1 1/94) 



Affidavit of Lynn Dalgarno (12/08/94) 
Affidavit of Patrick Robert Carnegie (12/08/94) 
Affidavit of Baruch S. Blumberg (12/01/94) 
Affidavit of Terukatsu Arima (12/07/94) 
Affidavit of Peter Malcolm Colman (12/15/94) 
Affidavit of Michael Joseph McGarvey (10/30/95) 
Affidavit of John Shine (12/04/95) 
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Affidavit of Sir Gustav Nossal (12/12/95) 
Affidavit of John Mills (12/06/95) 
Affidavit of Robert William Beal (1 1/20/95) 
Affidavit of Gerald Wayne Both (1 1/24/95) 
Affidavit of Stephen R. Lee (10/24/95) 
Affidavit of Christopher John Burrel (1 1/20/95) 
Affidavit of Robert Parker Blackburn (1 1/1/95) 

Murex Reply in the Litigation of Chiron Australian Patent No. 
624,105, which includes: 

Affidavit of Baruch S. Blumberg (3/14/96) 

Affidavit of Patrick Robert Carnegie (3/25/96) 

Affidavit of Lynn Dalgarno (3/28/96) 

Affidavit of Eric James Gowans (3/24/96) 

Affidavit of David James Kemp (3/1/96) 

Affidavit of Stephen Alister Locarnini (3/1/96) 

Affidavit of Gregory R. Reyes (3/15/96) 

Affidavit of Daniel W. Bradley (3/9/96) 

Affidavit of Simon Joshua Leach (3/13/96) 

Affidavit of John Nicholus Crofts (3/1/96) 

Affidavit of Peter Simmonds (3/18/96) 

European Patent Application 0293274 
PCT Patent Application WO 89/10967 

First Opposition to Chiron European Application No. 0 318 216, 
filed by Akzo Pharma BV (01/27/94) with supporting documents 
including: 

Akzo Pharma B V: Annex referred to in opposition to EP 3 1 8 2 1 6 

Akzo Pharma BV: Ian Armitage reply to EPO communication re 
references in opposition to EP 3 1 8 216, 03/1 1/94 
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LA.136. 
I.A.137. 



I.A.138. 
LA.139. 
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Second Opposition to Chiron European Application No. 0 318 216, 
filed by Murex Diagnostics Limited(09/ 12/94) with supporting 
documents including: 

General list of references used by the six opponents to EP 318 216 
with attached list of Murex references 

Third Opposition to Chiron European Application No. 0 318 216, 
filed by United Biomedical (09/15/94) with supporting documents 
including: 

United Biomedical: Volker Vossius' letter to EPO re accelerated 
opposition proceeding of EP 318 216, 09/15/93 

Fourth Opposition to Chiron European Application No. 0 318 216, 
filed by Beringwerke (09/15/94) 

Fifth Opposition to Chiron European Application No. 0 318 216, 
filed by The Research Foundation for Microbial Diseases 
(09/14/94) with supporting documents including: 

The Research Foundation for Microbial Diseases: Letter to EPO 
with corrections to Notice of Opposition re EP 318 216, 10/04/94 

Sixth Opposition to Chiron European Application No. 0 318 216, 
filed by F. Hoffman-La Roche AG(09/15/94): 

J. A. Kemp & Co.(Chiron): Response By Patentee To Notices of 
Opposition re EP 318 216, June 1995 



Miscellaneous Documentation (believed to have been supplied to 
Prof. Donald Chisum by Dr. Bradley or the Center for Disease 
Control) 



Daniel W. Bradley v. Chiron Corporation, Civil Action No. 94- 
4342 Litigation Bundle, which includes: 

Defendants' Memorandum in Support of Their Motion to Dismiss 
the Complaint, filed in the Northern District of California on 
March 6, 1995 

Plaintiffs Memo in Opposition to the Chiron Defendants' Motion 
to Dismiss, filed in the Northern District of California on May 19, 
1995 

Order Granting Defendant's Motion to Dismiss and Granting 
Leave to Amend, filed in the Northern District of California on 
November 15, 1995 
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Second Amended Complaint of Daniel W. Bradley against Chiron 
Corporation, et al., filed in the Northern District of California on 
December 20, 1994, (with Exhibits A through WW) 

[Volume 16] 

Defendants' Motion and Memorandum in Support of Their Motion 
to Dismiss the Second Amended Complaint and to Strike Certain 
Claims and Allegations, filed in the Northern District of California 
on February 7, 1996 

Plaintiffs Memorandum in Opposition to Defendants' Motion to 
Dismiss and to Strike Certain Allegations in His Second Amended 
Complaint, filed in the Northern District of California on April 5, 
1996 

LA. 142. European Patent Application 0442394 A2 

I.A.143. United States Patent 5,106,726 

LA. 1 44. United States Patent 5,436, 1 26 

I.A.145. European Patent Application 0468527 A2 

[The following material relating to the litigation of Chiron U.K. patent No. 2,212,51 1 was 
previously submitted to the U.S. Patent office in the Information Disclosure Statement 
filed December 15, 1993 for application serial no. 08/103,961. Applicants provided this 
information to the U.S. Patent office as requested during an the interview with Examiner 
Sisson on the 08/103,961 application. This information was reviewed by Examiner 
Sisson, although not formally made of record on a PTO 1449 in the '961 application. On 
December 21, 1994, Examiner Sission issued an Examiner Interview Summary Record, 
Paper No. 23 in the '961 file, stating that the U.K. litigation materials associated with the 
Information Disclosure Statement received 12/16/93 had been considered on the merits. 
Applicants are, herewith, submitting a PTO 1449 covering this U.K. litigation materials 
for the present application but are not submitting copies pursuant to 37 C.F.R. § 1.98(d).] 
LA. 146. [U.K. LITIGATION Bundle 1 ] , which includes: 

The Patent In Suit, UK Patent 2,212,51 1 for HEPATITIS C 
VIRUS (Houghton, et al), patent published 1/22/92. (previously 
provided to the Patent office in US 08/103,961, reference III.A.l) 

I. A. 147. [U.K. LITIGATION Bundle 2], which includes: 

Amended Writ (Chiron Corp., et al. v. Organon Teknika, Ltd., et 
al. CH 1992 C No. 489) (previously provided to the Patent office 
in US 08/103,961, reference III.A.2) 

Original Writ (Chiron Corp., et al. v. BCW Operations Ltd., CH 
1992 C No. 1513) (previously provided to the Patent office in US 
08/103,961, reference III.A.3) 
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Re-Amended Statement of Claim (Chiron Corp., et al. v. Organon 
Teknika Ltd., et al., CH 1992 C No. 489) (previously provided to 
the Patent office in US 08/103,961, reference III.A.4) 

Amended Statement of Claim (Chiron Corp., et al. v. Murex 
Diagnostics Ltd., CH 1992 C No. 1513) (previously provided to 
the Patent office in US 08/103,961, reference III.A.5) 

Amended Particulars of Infringement (Chiron Corp., et al. v. 
Organon Teknika Ltd., CH 1992 C No. 489)(previously provided 
to the Patent office in US 08/103,961, reference III.A.6) 

Particulars of Infringement (Chiron Corp., et al. v. BCW 
Operations Ltd., CH 1992 C No. 1513) (previously provided to the 
Patent office in US 08/103,961, reference III.A.7) 

Amended Defense and Counterclaim of the Fifth Defendant 
(Chiron Corp., et al. v. Organon Teknika Ltd., et al., CH 1992 C 
No. 489) (previously provided to the Patent office in US 
08/103,961, reference III.A.8) 

Re-Re-Re-Amended Particulars of Objections of the Fifth 
Defendant (Chiron Corp., et al., v. Organon Teknika Ltd., et al., 
CH 1992 C No. 489) (previously provided to the Patent office in 
US 08/103,961, reference III.A.9) 

Amended Voluntary and Better Particulars of Insufficiency of 
Disclosure an Extension of Disclosure Under Particulars of 
Objections of the Fifth Defendant (Chiron Corp., et al. v. Organon 
Teknika Ltd., et al., CH 1992 C No. 489) (previously provided to 
the Patent office in US 08/103,961, reference III. A. 10) 

Amended Reply and Defense to Counterclaim of the Fifth 
Defendant (Chiron Corp., et al. v. Organon Teknika Ltd., et al. CH 
1992 C No. 489) (previously provided to the Patent office in US 
08/103,961, reference III.A.l 1) 

Further and Better Particulars of the Amended and Re-Amended 
Replies and of the Amended Answer (Chiron Corp., et al. v. 
Organon Teknika Ltd., et al. and Murex Diagnostics Ltd., 
Consolidated Actions No. CH 1992 C No. 489, CH 1992 C No. 
1513 and CH 1992 B No. 5552) (previously provided to the Patent 
office in US 08/103,961, reference III.A.l 2) 

Notice Pursuant to the Civil Evidence Act 1968 and RSC Order 38, 
Rules 21 to 25 (Chiron Corp., et al. v. Organon Teknika Ltd., et al. 
and Murex Diagnostics Ltd., Consolidated Actions No. CH 1992 C 
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No. 489, and CH 1992 C No. 1513) (previously provided to the 
Patent office in US 08/103,961, reference III.A.13) 

Notice of Motion (Chiron Corp., et al. v. Organon Teknika Ltd., et 
al., CH 1992 C No. 489, 6/4/93) (previously provided to the Patent 
office in US 08/103,961, reference III. A. 14) 

Notice of Motion (Chiron Corp., et al. v. Organon Teknika Ltd., et 
al., CH 1992 C No. 489, 6/28/93) (previously provided to the 
Patent office in US 08/103,961, reference III.A.15) 

Consolidated Defense and Counterclaim of all Defendants (Chiron 
Corp., et al. v. Organon Teknika Ltd., et al. and Murex Diagnostics 
Ltd., Consolidated Actions No. CH 1992 C No. 489, and CH 1992 
C No. 1513) (previously provided to the Patent office in US 
08/103,961, reference III.A.16) 

Consolidated Particulars of Objections of all Defendants (Chiron 
Corp., et al. v. Organon Teknika Ltd., et al. and Murex Diagnostics 
Ltd., Consolidated Actions No. CH 1992 C No. 489, and CH 1992 
C No. 1513) (previously provided to the Patent office in US 
08/103,961, reference III.A.17) 

Amended Notice Under Section 2 of the Civil Evidence Act 1968 
(Chiron Corp., et al. v. Organon Teknika Ltd., et al. CH 1992 C 
No. 489) (previously provided to the Patent office in US 
08/103,961, reference III.A.18) 

Notice of Motion (Chiron Corp., et al. v. Organon Teknika Ltd., et 
al. and Murex Diagnostics Ltd., Consolidated Actions No. CH 
1992 C No. 489, and CH 1992 C No. 1513, 6/30/93) (previously 
provided to the Patent office in US 08/103,961, reference III.A.19) 

Notice of Motion (Chiron Corp., et al. v. Murex Diagnostics Ltd., 
CH 1992 C No. 1513, 4/8/93) (previously provided to the Patent 
office in US 08/103,961, reference III.A.20) 

Notice of Motion (Chiron Corp., et al. v. Organon Teknika Ltd., et 
al., CH 1992 C No. 489, 4/8/93) (previously provided to the Patent 
office in US 08/103,961, reference III.A.21) 

Affidavit of Gregor Mclntyre Grant (Chiron Corp., et al. v. Murex 
Diagnostics Ltd., CH 1992 C No. 1513) (previously provided to 
the Patent office in US 08/103,961, reference III.A.22) 

Fifth Affidavit of Christopher Peter Tootal (Chiron Corp., et al. v. 
Organon Teknika Ltd., et al. and Murex Diagnostics Ltd., 
Consolidated Actions No. CH 1992 C No. 489, and CH 1992 C 
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No. 1513) (previously provided to the Patent office in US 
08/103,961, reference III.A.23) 

Affidavit of Laura A. Coruzzi filed 13 February 1992 with the 
High Court of Justice Chancery Division Patents Court, Case No. 
489, Chiron Corp., Ortho Diagnostic Systems, Inc. and Ortho 
Diagnostic Systems Limited v. Organon Teknika Ltd.; (previously 
considered in US 07/456,637, reference FFK) (previously provided 
to the Patent office in US 08/103,961, reference IILA.24) 

Affidavit of Professor Sir Aaron Klug, ScD, Hon FRCP, FRS, filed 
13 February 1992 with the High Court of Justice Chancery 
Division Patents Court, Case No. 489, Chiron Corp., Ortho 
Diagnostic Systems, Inc. and Ortho Diagnostic Systems Limited v. 
Organon Teknika Ltd. (previously considered in US 07/456,637, 
reference FFL) (previously provided to the Patent office in US 
08/103,961, reference III.A.25) 

LA. 148. [U.K. LITGATION Bundle 5], which includes: 

Witness Statement of Michael Houghton; 

Witness Statement of Amy Joan Weiner 

Witness Statement of George Kuo 

Witness Statement of Michael Joseph McGarvey 

Affidavit of Robert Tjian 

Supplemental Witness Statement of Amy Joan Weiner 

LA. 149. [U.K. LITIGATION Bundle 6], which includes: 

Expert's Report of William J. Brammar 

Expert's Report of Howard Christopher Thomas 

Experts Report of Harold Eliot Varmus 

Supplemental Expert's Report of William J. Brammar 

Supplemental Expert's Report of Howard Christopher Thomas 

LA. 1 50. [U.K. LITIGATION Bundle 7], which includes: 

Annexure 1 to the Witness Statement of Michael 
Houghton — Michael Houghton CV 

Annexure AJW-1 to Witness Statement of Amy Joan 
Weiner— New York Times 5/1 1/88 

Annexure GK-1 to the Witness Statement of George Kuo — George 
Kuo CV 
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Annexure GK-2 to the Witness Statement of George Kuo — Quote 
regarding "snarks" 

Annexure MJM-1 to Witness Statement of Michael Joseph 
McGarvey— McGarvey, et al, Proc. Natl. Acad. Sci. USA 81:3690 
(1984) 

Annexure MJM-2 to Witness Statement of Michael Joseph 
McGarvey — Award to McGarvey from the Nuffield Foundation 

Annexure MJM-3 to Witness Statement of Michael Joseph 
McGarvey — The Guardian, 5/12/88 

Annexure MJM-4 to Witness Statement of Michael Joseph 
McGarvey — New Scientist , May 26, 1988 

Annexure MJM-5 to Witness Statement of Michael Joseph 
McGarvey — McGarvey, et al., J. Hepatol. 13(Supp. 2):S52 

Annexure 1 to Witness Statement of William J. 
Brammar — William J. Brammar CV 

Annexure 2 to Witness Statement of William J. 

Brammar— Broome, et al., Proc. Natl. Acad. Sci. USA 75(6):2746 

(1978) 

Annexure 3 to Witness Statement of William J. 
Brammar— Williams, et al., J. Med. Virol . 24:263 (1988) 

Annexure 4 to Witness Statement of William J. 
Brammar— Bradley, et al., J. Med. Virol. 34:206 (1991) 

Annexure 5 to Witness Statement of William J. 

Brammar— Geysen, et al., Proc. Natl. Acad. Sci. USA 81:3998 

(1984) and Geysen, et al, J. Immu. Meth. 102:159 (1987) 

Annexure 6 to Witness Statement of William J. Brammar — A 
Dictionary of Genetic Engineering, p. 49 (1985) 

Annexure 7 to Witness Statement of William J. 
Brammar — Package insert for Hepatitis C virus enzyme 
immunoassay 

Annexure 8 to Witness Statement of William J. Brammar — Fig. 
14-1, combined ORF of DNAs 

Annexure 9 to Witness Statement of William J. Brammar — Choo, 
et al., Proc. Natl. Acad. Sci. USA 88(6):2451 (1991) (cited below 
as LB. 148) 

Annexure 10 to Witness Statement of William J. Brammar — UBI 
Manufacturing Document 
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Annexure HCT-1 to Witness Statement of Howard Christopher 
Thomas — Howard Christopher Thomas CV 

Annexure HCT-2 to Witness Statement of Howard Christopher 
Thomas — Historical listing of references over time to specific 
issues 

Annexure HCT-3 to Witness Statement of Howard Christopher 
Thomas— Thomas, Quarterly J. Med. 65(246):793 (1987) 

Annexure HCT-4 to Witness Statement of Howard Christopher 
Thomas— Bamber, et al., Med. Lab. Sciences 38:373 (1981) 
(previously considered in US 08/103,961, reference I.B.43) 

Annexure HCT-5 to Witness Statement of Howard Christopher 
Thomas— Luo, et al., J. Med. Virol. 12:253 (1983) (previously 
considered US 08/103,961, reference I.B.198) 

Annexure HCT-6 to Witness Statement of Howard Christopher 
Thomas— Kernoff, et al., Br. J. Haemo . 60:469 (1985) 

Annexure HCT-7 to Witness Statement of Howard Christopher 
Thomas — Bamber, et al., J. Med. Virol . 8:267 (1981) (previously 
cited US 08/1 03,961 , reference I.B.42) 

Annexure HCT-8 to Witness Statement of Howard Christopher 
Thomas — Karayiannis, et al., J. Med. Virol. 11:251 (1983) 
(previously considered UA 08/103,961, reference I.A.51) 

Annexure HCT-9 to Witness Statement of Howard Christopher 
Thomas— Fowler, et al., J. Med. Virol. 12:205 (1983) (previously 
considered US 08/103,961, reference I.B.128) 

Annexure HCT-10 to Witness Statement of Howard Christopher 
Thomas — Information regarding NANB Research Awards 

Annexure HCT-1 1 to Witness Statement of Howard Christopher 
Thomas— Kumar, et al., J. Gen. Virol. 73:1521 (1992) 

Annexure HCT-1 2 to Witness Statement of Howard Christopher 
Thomas— Ogata, et al., Proc. Natl. Acad. Sci. USA 88:3392 (1991) 

Annexure HCT-1 3 to Witness Statement of Howard Christopher 
Thomas— Geysen, et al., Proc. Natl. Acad. Sci. USA 81:3998 
(1984) 

Annexure HEV-1 to Witness Statement of Harold Eliot 
Varmus — Harold E. Varmus CV 

Annexure HEV-2 to Witness Statement of Harold Eliot 
Varmus— Choo, et al., Proc. Natl. Acad. Sci. USA 88:2451 (1991) 
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Annexure HEV-3 to Witness Statement of Harold Eliot 
Varmus — Comparison of Fig. 14 with HCV sequences in 
Genebank 

LA. 151. [U.K. LITIGATION Bundle 7a], which includes: 

Scientific Publications and Discovery Documents Referred to in 
the Plaintiffs' Evidence but not Annexed 

Erlich, et al., CeH 13:681-689 (1978) 

UBI Discovery Document No. 970 

Chiron Discovery Documents Nos. 358 through 366 and 596 

Raceniello, et al., Science 214:916-919 (1981) 

Halliday, et al., Gastroenterology Practice 2:6-16 (1986) 

Seeff, et al., "Posttransfusion hepatitis 1973-1975:A Veterans Co- 
operative Study", in Viral Hepatitis (Vyas, et al. eds. 1978) 

Swinbanks, Nature 342:467 (1989) 

Bosch, et al, "Hepatocellular Carcinoma in the World: 
Epidemiologic Questions" in Etiology, Pathology and Treatment of 
Hepatocellular Carcinoma in North America (diBisceglie, ed. 
1991) 

Feinstone, et al., Infectious Disease 144:588-598 (1991) 
(previously considered in US 08/103,961, reference LA.96) 

Brahm, et al., J. Med. Virol. 25:157 (1988) (previously considered 
in US 08/103,961, reference I.B.64) 

Choo, et al., Seminars in Liver Disease 12:279-288 (1992) 
(previously considered in US 08/103,961, reference I.A.105) 

Chiron Discovery Document No. 644 

LA. 1 52. [U.K. LITIGATION Bundle 7b], which includes: 

Dienstag, et al., J. Infect. Pis. 143(2):200 (1981) 

Hoofnagle, et al., Annals of Int. Med. 87:14-20 (1977) 

Craske, et al., J. Hyg. Camb. 80:327 (1978) 

Alter, et al., The Lancet 8062:459 (3/4/78) 

Tabor, et al., "Experimental Transmission and Passage of Human 
Non-A/Non-B Hepatitis in Chimpanzees," Chapter. 38, p. 419 

Yoshizawa, et al., Gastroenterology 79:512-520 (1980) (previously 
considered in US 08/103,961, reference I.B.57) 
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Yoshisawa, et ah. Gastroenterology 82:502(1982) 

Hollinger, et al., J. Infect. Pis. 150(2):250 (1984) 

Prince, et al., J. Med. Virol. 16:1 19-125 (1985) (previously 
considered in US 08/103,961, reference I.B.247) 

Popper,, et al., Virchows Archiv. A. 387:91 (1980) 

Mosley, et al., New Eng. J. Med. 296(2):75 

Wahlin, et al., The Lancet, p. 1051, November 1 1, 1978 

Tsiquaye, et al., The Lancet , p. 1 135, May 26, 1979 

[U.K. LITIGATION Bundle 7c], which includes: 

Annexure 15 to Supplemental Expert's Report of William J. 
Brammar — Homology with the RRV-decapaptides 

Annexure 16 to Supplemental Expert's Report of William J. 
Brammar — Lab result printouts 

Annexure 17 to Supplemental Expert's Report of William J. 
Brammar — Alignment between the hypothetical peptide translated 
from one of the reading frames of the cDNA sequence from Fig. 2b 
of the Arima European Patent and the N-terminus of the HCV 
polyprotein 

Annexure HCT-14 to Supplementary Expert's Report of Howard 
Christopher Thomas — Comparison of Immunofluorescence 
experiment carried out in reading on 12 June 1992 with published 
protocol. 

Annexure HCT-15 to Supplementary Expert's Report of Howard 
Christopher Thomas— Warrant, et al., Nature 271:130 (1978) 

Annexure HCT-16 to Supplementary Expert's Report of Howard 
Christopher Thomas— Bloomer, et al., Nature 276:362 (1978) 

Annexure HCT-17 to Supplementary Expert's Report of Howard 
Christopher Thomas — Sung, et al., Proc. Natl. Acad. Sci. USA 
80:2902(1993) 

Annexure HCT-18 to Supplementary Expert's Report of Howard 
Christopher Thomas — Frankel, Protein Science 1:1539 (1992) 

Annexure HCT-19 to Supplementary Expert's Report of Howard 
Christopher Thomas— Raptis, et al., J. Clin. Invest. 66:1391 (1980) 

Annexure HCT-20 to Supplementary Expert's Report of Howard 
Christopher Thomas— -Markham, et al., Clin. Exp. Immunol. 26:75 
(1976) 
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Annexure HCT-21 to Supplementary Expert's Report of Howard 
Christopher Thomas— Neurath, et al., J. Virol. Meth . 8:73 (1984) 
(cited below as LB.81) 

Annexure HCT-22 to Supplementary Expert's Report of Howard 
Christopher Thomas — Chart of Defendants' Interpretation of the 
RRV ELISA Experiment 

Annexure HCT-23 to Supplementary Expert's Report of Howard 
Christopher Thomas — Hooper, et al., Clin. Exp. Immunol. 12:79 
(1972) 

Annexure HCT-24 to Supplementary Expert's Report of Howard 
Christopher Thomas — Okamoto, et al., Japan J. Exp. Med . 
60(3):167(1990) 

Annexure HCT-25 to Supplementary Expert's Report of Howard 
Christopher Thomas — Okamoto, et al., J. Gen. Virol. 72:2697 
(1991) 

Annexure HCT-26 to Supplementary Expert's Report of Howard 
Christopher Thomas — Kato, et al., Proc. Natl. Acad. Sci. USA 
(1990) 

Annexure AJW-2 to Witness Statement of Amy Joan 
Weiner— Hijikata, et al., J. Virol. 67(4):1953 (1993) 

Annexure AJW-3 to Witness Statement of Amy Joan 
Weiner— Lau, et al., The Lancet 341:1501 (1993) 

Annexure AJW-4 to Witness Statement of Amy Joan 
Weiner — Letter from Lau to The Lancet dated 6/23/93 

Annexure AJW-5 to Witness Statement of Amy Joan 
Weiner— Weiner, et al., Chapter 8: Application of PCR to HCV 
Research and Diagnosis, p. 86 

Annexure AJW-6 to Witness Statement of Amy Joan 
Weiner — Description of Fig. 4 

Annexure AJW-7 to Witness Statement of Amy Joan 
Weiner — Overhead from Oral Presentation 

Annexure AJW-8 to Witness Statement of Amy Joan Weiner — Lab 
Notebook pages from Book 5547 

Annexure AJW-9 to Witness Statement of Amy Joan 
Weiner — Amy Weiner CV 

LA. 1 54. [U.K. LITIGATION Bundle 8 ], which includes: 

Expert Report of Professor J.W. Almond 
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Expert Report of Dr. Timothy John Harrison 
Expert's Report - Dr. Nicholas Clwyd Jones 
Witness Statement of Professor Sir Aaron Klug 
Witness Statement of Professor Baruch S. Blumberg 
Statement of Dr. Gregory R. Reyes 
Witness Statement - Professor Terukatsu Arima 
First Affidavit of Dr. John Gregory Aaskov 
Statement by Michael J. Evans 

Supplementary Expert Report of Professor J.W. Almond 

Witness Statement of Dr. Jan Albert Hellings 

Witness Statement of Peter Edmund Highfield 

Statement of Dr. Daniel Caput 

Statement of Dr. Barbara Hosein 

Statement of Jeffrey William Almond 

Witness Statement of Dr. Elizabeth Ann Fagan 

[U.K. LITIGATION Bundle 9], which includes: 

Annex 1 through 4 to the Witness Statement of Dr. Almond 

Appendix 1 through 4 to the Expert Report of Dr. Harrison 

Annex A through C to Witness Statement of Dr. Jones 

Exhibit NJC-1 to Second Witness Statement of Dr. Jones 

Exhibit AK-1 to Statement of Professor Klug 

Exhibit AK-2 to Statement of Professor Klug — Goedert, et al., 
Proc. Natl. Acad. Sci. USA 85:4051 (1988) 

Exhibit AK-3 to Statement of Professor Klug — Johnson, et al., Cell 
43:369(1985) 

Exhibit AK-4 to Statement of Professor Klug 

Exhibit AK-5 to Statement of Professor Klug — Earnshaw, et al., J. 
Cell Bio. 104:817(1987) 

Exhibit AK-6 to Statement of Professor Klug — Sewell, et al., Proc. 
Natl. Acad. Sci. USA 83:8718 (1986) 

Exhibit AK-7 to Statement of Professor Klug — Krissansen, et al, 
EMBOi 5(8): 1799 (1986) 
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Exhibit BB-1 to Statement of Professor Blumberg 

Exhibit GR-1 through GR-6 to Statement of Dr. Reyes 

Exhibit GR-7 to Statement of Dr. Reyes — Reyes, et al., Science 
247:1335(1990) 

Exhibit JGA-1 to Affidavit of Dr. Aaskov — Aaskov, et al., J. 
Immu. Meth. 25:37 0979) 

Exhibit JGA-2 to Affidavit of Dr. Aaskov 

Annex 1 through 4 to the Supplemental Witness Statement of Dr. 
Almond 

I.A.156. [U.K. LITIGATION Bundle 9.a.l], which includes: 

Morrow, et al., Proc. Natl. Acad. Sci. USA 69(ll):3365-9 (1972) 

Jackson, et al., Proc. Natl. Acad. Sci. USA 69(10):2904-9 (1972) 

Beard, et al., J. Virol. 12(6): 1303-1 3 (1973) 

Cohen, et al., Proc. Natl. Acad. Sci. USA 70:1293 (1973) 

Cohen, et al., Proc. Natl. Acad. Sci. USA 69:21 10 (1973) 

Cohen, et al., Proc. Natl. Acad. Sci. USA 70:3240 (1973) 

Sabin, et al., J. Biol. Stand . 1:115-118 (1973) 

Almond, et al., Virology 81 :62-73 (1977) 

Almond, et al., Nature 270:617-618 (1977) 

Almond, et al., Virology 92:416-427 (1978) 

Almond, et al., Virology 92:407-415 (1978) 

Almond, et al., Negative Strand Viruses and the Host Cell (Mahy, 
et al., eds.), pp. 675-684 (1978) 

Almond, et al., Negative Strand Viruses and the Host Cell (Mahy, 
et al., eds.), pp. 1-10 (1978) 

Martin, et al, Archives of Virology 61:87-103 (1979) 

Inglis, et al., Proc. Natl. Acad. Sci. USA 76:3790-3794 (1979) 

Almond, et al., J. Gen. Virol. 45:61 1-621 (1979) 

Aaskov, et al., J. Immuno. Meth. 25:37-41 (1979) (previously 
considered in US 08/103,961, reference I.A.2) 

Reeve, et al, J. Infect. Pis. 142:850-856 (1980) 

Inglis, et al., Phil. Trans. R. Soc. Lond. 288:375-381 (1980) 
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Yoshizawa, et al., Gastroenterology 79:512-520 (1980) (previously 
cited US 08/103,961, reference I.B.357) 

Hopp, et al., Proc. Natl. Acad. Sci. USA 78:3824-3828 (1981) 

Yoshizawa, et al., Gastroenterology 81 : 1 07- 1 1 3 ( 1 98 1 ) 

Almond, et al., J. Gen. Virol. 60:295-305 (1982) 

Minor, Nature 301:674-679 (1983) 

Evans, et al., Nature 304:459-462 (1983) 

Minor, et al., Rev. Inf. Pis. 6:S516-S518 (1983) 

Bankier, et al., Mol. Biol. Med. 1:425-445 (1983) 

Deinhardt, Second International Symposium on Viral Hepatitis, 
New York, pp. 57-59 (1983) 

Richardson, et al,. J. Immunol. Meth . 56:1201 (1983) 

Geysen, et al., Proc. Natl. Acad. Sci. USA 81:3198-4002 (1984) 

Seto, et al., The Lancet 8409:941-943 (1984) 

Molenaar, et al., Nucl. Acids Res . 12:7345-7358 (1984) 

Almond, et al., Immune Intervention, Vol. 1, (Roitt, ed.) pp. 13-56, 
(1984) 

Rubenstein, et al., J. Gen. Virol. 65:2191-2198 (1984) 

Burke, et al., Proc. Natl. Acad. Sci. USA 81:3195-3199 (1984) 
(cited below as I.B.23) 

Nakada, et al., Virus Research 1:433-441 (1984) (previously 
considered in US 08/103,961, reference I.A.62) 

Stanway, et al., Archives of Virology 81:67-78 (1984) 

Almond, et al., Vaccine 2:177-184 (1984) 

Backendorf, et al., Nucl. Acids Res . 14:2877-2889 (1986) 
(previously considered in US 08/103,961, reference I.A.9) 

Yaegashi, et al., Gene 46:257 (1986) (previously considered in US 
08/103,961, reference I.A.89) 

Sawicki, et al., Virology 152:507-512 (1986) 

Lopez, et al, Proc. Natl. Acad. Sci. USA 84:5615-5619 (1987) 
(previously considered in US 08/103,961, reference I.A.56) 

Buttner, et al., Mol. Gen. Genet. 209:101-109 (1987) (previously 
considered in US 08/103,961, reference I.A.25) 
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Faragher, et al., Virology 163:509-526 (1988) (previously 
considered in US 08/103,961, reference I.A.35) 

Froshauer, et al., J. Cell. Biol . 107:2075-2086 (1988) 

Evans, et al., Nature 339:385-388 (1989) 

Lansford, et al., In Vitro Cellular and Developmental Biology 
24:174-182 (1989) 

Alter, et al.. New Eng. J. Med. 321:1494-1500 (1989) (previously 
considered in US 08/103,961, reference I.B.24) 

I.A. 1 57. [U.K. LITIGATION Bundle 9.a.2], which includes: 

Jacob, et al., J. Infect. Pis. 161:1 121-1 127 (1990) (previously 
considered in US 08/103,961, reference I.A.49) 

Weiner, et al., The Lancet 335:1-3 (1990) (previously considered 
in US 08/103,961, reference I.B.353) 

Bradley, 1990 Review Prog. Med. Virol . 37:101-135 (1990) 
(previously considered in US 08/103,961, reference I.B.61) 

Van der Poel, et al., The Lancet 335:558-560 (1990) 

McFarlane, et al., The Lancet 335:754-757 (1990) 

Okamoto, et al., Japan J. of Exp. Med. 60:223-233 (1990) 
(previously considered in US 08/103,961, reference I.A.63) 

Arima, Gastroenterol. Japan 25(2):2 18-222 (1990) 

Sestriere Conference Papers, J. Hepatology . 13(Supp. 4): 1991 

Nasoff, et al., Proc. Natl. Acad. Sci. USA 88:5462-5466 (1991) 

Jacob, et al, Exp. Cell Res . 200:205-210 (1992) (previously 
considered in US 08/103,961, reference I.A.50) 

Machida, et al., Hepatology 16:886-891 (1992) 

Kuo, et al, Immunodiagnosis of Hepatitis C Virus Infection. 4th 
International Symposium, Tokyo (1993) 

Chien, et al., International Symposium on Viral Hepatitis and Liver 
Disease, Abstract 346 (1993) 

Takada, et al., J. Hepatology 17:277-283 (1993) 

McOmish, et al., International Symposium on Viral Hepatitis and 
Liver Disease - Satellite Symposium Molecular Diversity of HCV 
and its Clinical Significance (1993) 
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Lanford, et al., (Southwest Foundation for Biomedical Research), 
WO 90/10060 (9/7/90) (previously considered in US 08/103,961, 
reference I.B.191) 

Burk, et al., (Southwest Foundation for Biomedical Research), WO 
91/15573 (10/17/91) (previously considered in US 08/103,961, 
reference I.A.22) 

Burk, et al., (Southwest Foundation for Biomedical Research), WO 
91/15574 (10/17/91) (previously considered in US 08/103,961, 
reference I.A.23) 

Arima, et al., (The Research Foundation for Microbial Diseases of 
Osaka University), EP 0363025 (4/1 1/90) 



LA. 158. [UK Interlocutory Affidavits and Exhibits, Vol. 1], which includes: 



Affidavit of Ian Armitage — (with Exhibits) 

Affidavit of Professor Baruch Samuel Blumberg — (with Exhibits) 

Affidavit of Laura A. Coruzzi — (with Exhibits) 



LA. 1 59. [UK Interlocutory Affidavits and Exhibits, Vol. 2], which includes: 

Affidavit of Douglas Michael Goldin — (with Exhibits) 
LA. 160. [UK Interlocutory Affidavits and Exhibits, Vol. 3], which includes: 



Affidavit of Professor Sir Aaron Klug, ScD, Hon FRCP, 
FRS — (with Exhibit) 

Affidavit of William J. Rutter— (with Exhibits) 

Affidavit of Dame Shiela Patricia Violet Sherlock — (with Exhibits) 

Affidavit of Martha Ann Truett — (with Exhibits) 



LA. 161. [UK Interlocutory Affidavits and Exhibits, Vol. 4], which includes: 



LA. 162. [UK Transcript Speeches and Evidence, Vol. 4], which includes: 



UK Trial Transcript Speeches: Volume S1-S7, Monday July 5, 
1993 through Monday, August 2, 1993 

UK Trial Transcript Evidence: Volume El-El 5, Tuesday July 6, 
1993 through Monday July 26, 1993 



Affidavit of Douglas Michael Goldin — (with Exhibits) 
Affidavit of Peter Edmund Highfield— (with Exhibits) 
Affidavit of Judith Silveston — (with Exhibits) 
Affidavit of Richard Seton Tedder — (with Exhibits) 
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Witness statements and testimony (examination and cross- 
examination) of Drs. Houghton, Kuo, Weiner, McGarvey, Reyes 
and Caput 

The Expert reports and testimony (examination and cross- 
examination) of Drs. Brammar, Thomas, Varmus, Almond, 
Harrison, Jones, Klug and Blumberg 

LB. Information Previously considered by a U.S. Patent Office Examiner (on forms 
1449 and 892 during the prosecution of applications from which 08/307,273 
claims priority ) 

LB.l. Bioindustry 3:302 (1986); (previously considered in US 

08/103,961, reference I.A.l) 

I.B.2. Chiron News Release , "Chiron Clones Hepatitis Non-A, Non-B 

Virus Which May Allow Screening for Previously Undetectable 
Disease," No. 21 (May 10, 1988); (previously considered in US 
07/456,637, reference OR; and US 08/103,961, reference I.B.3) 

LB. 3. Viral Hepatitis and Liver Disease 620 (1984); (previously 

considered in US 08/103,961, reference LA.90) 

I.B.4. Winnacker, "From Genes to Clones Introduction to Gene 

Technology," (pubL, VCH Germany, 1987), pp. 39-41; (previously 
considered in US 08/103,961, reference V.20) 
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In the Information Disclosure Statement filed December 27, 1991 in parent application 
Serial No. 07/456,637 (as well as in the interview held on January 9, 1992), Applicants' called to 
the Examiner's attention to the fact that Dr. Daniel Bradley formerly of the Centers for Disease 
Control (CDC) had made a claim to be a co-inventor of the invention which constituted the 
initial cloning of HCV and the development of immunoassays for anti-HCV antibodies 
employing HCV antigens generally. Applicants previously provided a substantial amount of this 
material in the parent applications 07/103,961 and 08/103,961. Applicants' request that the 
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Examiner consider and make of record in the present application the following listed 
information. 

Dr. Daniel Bradley's claim to inventorship of the present invention has been previously 
brought to the attention of the United States Patent and Trademark office. Dr. Bradley has now 
initiated litigation against the applicants and the assignee of this application alleging, inter alia, 
misjoinder of inventorship and that the PTO has not considered his allegations. Applicants have 
previously submitted articles by Dr. Bradley summarizing his position, as well as an independent 
legal opinion by Professor Donald Chisum, Esq. on the subject of Dr. Bradley's claim to 
inventorship. Professor Chisum rendered his opinion after conducting a thorough independent 
investigation, including interviewing Dr. Bradley at the CDC. 

Further to the information disclosed previously, applicants are submitting herewith the 
pleadings filed in the above-mentioned litigation. The Examiner may wish to note that in the 
Second Amended Complaint (LA. 141), Dr. Bradley admits that the view of CDC's lawyer was 
that his claim to coinventorship was not viable. See page 71, line 1 1 of the Second Amended 
complaint. In addition, applicants are submitting miscellaneous documents that they believe may 
have been provided by either Dr. Bradley or the CDC, his employer at the time, during the course 
of Professor Chisum's inventorship investigation. Further, it is believed by applicants that no 
explanation of the relevance of any of these documents, e.g., date, authorship, etc. has ever been 
provided to assignee or applicants. The Examiner should also refer to Dr. Bradley's evidence in 
the Australian litigation with Murex, LA. 129 and LA. 130. Drs. Houghton's, Kuo's and 
Weiner's evidence therein should also be considered. 

The following information was previously submitted to the Examiner with the December 
1991 IDS in the 07/456,637 application and the December 1993 IDS of the 08/103,961 
application: 

II. A. 1 . Letter dated October 1 6, 1 989, from Mr. Lanman at the NIH to 
Robert Blackburn at Chiron; (previously considered in US 
08/103,961, reference LA.106; cited above as LB.131) 

IL A.2. Opinion of Professor Donald Chisum June 1991; (previously 
considered in US 08/103,961, reference LA. 107; cited above as 
I.B.132) 
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Dispute", June 1991; (previously considered in US 08/103,961, 
reference LA. 109; cited above as LB. 134) 

II. A. 5. Memorandum Re Interviews of Dr. Qui-Lim Choo and Dr. George 
Kuo dated May 8, 1991; (previously considered in US 08/103,961, 
reference LA.l 10; cited above as LB. 135) 

II.A.6. Memorandum Re Interview of Dr. Michael Houghton dated May 8, 
1991; (previously considered in US 08/103,961, reference LA.l 11; 
cited above as LB. 136) 

II.A.7. Memorandum Re Interview of Dr. Daniel Bradley dated April 11, 
1991; (previously considered in US 08/103,961, reference LA.l 12; 
cited above as LB. 137) 

II. A. 8. Memorandum Re Interviews of Dr. Amy Weiner and Dr. Gary Van 
Nest dated April 30, 1993; (previously considered in US 
08/103,961, reference LA.l 13; cited above as I.B.138) 

II. A. 9. Memorandum Re Interview of Dr. Lacy Overby dated June 2 1 , 

1991; (previously considered in US 08/103,961, reference LA.l 14; 
cited above as LB. 139) 

II. A. 10. Memorandum dated November 1 1, 1987 by Dr. Michael 

Houghton; (previously considered in US 08/103,961, reference 
I.A.1 15; cited above as I.B.140) 

II.A. 1 1 . Memorandum by Dr. Michael Houghton (undated); (previously 
considered in US 08/103,961, reference LA.l 16; cited above as 
LB.141) 

II.A.12. Chiron Laboratory Notebook #1298, pp. 184-190, 192 (November, 
1986); (previously considered in US 08/103,961, reference 
LA.l 17; cited above as LB. 142) 

II.A. 13. Memorandum by Dr. Houghton, dated November 10, 1987; 

(previously considered in US 08/103,961, reference LA.l 18; cited 
above asLB.143) 

II.A. 14. Inventorship Opinion of Gladys Monroy dated June 7, 1988; 

(previously considered in US 08/103,961, reference LA.l 19; cited 
above as LB. 144) 
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II.A.15. Letter dated October 16, 1989 from Mr. Lanman of the NIH to 

Robert Blackburn of Chiron Corporation (cited above as LB. 145) 

ILA.16. Bradley, et al., Prog. Med. Virol. 37:101-135 (1990) (cited by the 
examiner in 07/456,637, paper 23; and 08/103,961, reference 
LB.61; cited above as LB.146) 

[At the time the opinion was prepared, the patent attorneys responsible for prosecuting 

the ancestors of the present application were not associated with Morrison & Foerster, who were 

hired to provide an independent assessment of inventorship. The undersigned was with the firm 

of Irell & Manella, who were acting as Chiron's outside patent counsel in the ancestor 

applications. It was not until September 1991 that the patent group in Irell & Manella's Menlo 

Park, California office, the undersigned included, joined Morrison & Foerster.] 

In addition to the above information, Applicants submit the following supplementary 
information relating to inventorship with this Information Disclosure Statement: 

II. A. 1 7. Bradley Miscellaneous Documentation (believed to have been 

supplied by Dr. Bradley or the Center for Disease Control) (cited 
above in LA.) 

II. A. 18. Daniel W. Bradley v. Chiron Corporation, Civil Action No. 94- 
4342 Litigation Bundle, which includes: 

Defendants' Memorandum in Support of Their Motion to Dismiss 
the Complaint, filed in the Northern District of California on 
March 6, 1995 

Plaintiffs Memo in Opposition to the Chiron Defendants' Motion 
to Dismiss, filed in the Northern District of California on May 19, 
1995 

Order Granting Defendant's Motion to Dismiss and Granting 
Leave to Amend, filed in the Northern District of California on 
November 15, 1995 

Second Amended Complaint of Daniel W. Bradley against Chiron 
Corporation, et al., filed in the Northern District of California on 
December 20, 1994, (with Exhibits A through WW) 

Defendants' Motion and Memorandum in Support of Their Motion 
to Dismiss the Second Amended Complaint and to Strike Certain 
Claims and Allegations, filed in the Northern District of California 
on February 7, 1996 
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Plaintiffs Memorandum in Opposition to Defendants' Motion to 
Dismiss and to Strike Certain Allegations in His Second Amended 
Complaint, filed in the Northern District of California on April 5, 
1996 

There are, of course, many other documents relating to the project that led to the cloning 
of HCV. Applicants offer to make non-privileged portions of this material available to the 
Examiner and will consider the disclosure of privileged materials based, inter alia, on the nature 
of the material and the request, as well as the availability of any material information from a non- 
privileged source. 

HI. REFERENCES AND OTHER MATERIALS CITED TOWARDS REJECTIONS 
OF CLAIMS OR OBJECTIONS TO THE SPECIFICATION CORRESPONDING 
TO THE FIRST FOREIGN FILING 

The documents in the list below have been cited in a rejection of claims or an objection to 
the specification of one of the following U.S. Patent Applications or a corresponding foreign 
patent application or issued patent claiming priority from one of the following U.S. Patent 
Applications, whether in prosecution, litigation, opposition, or third party observations: U.S. 
Applications 07/122,174 (filed November 18, 1987), 07/139,886 (filed December 30, 1987), 
07/161,072 (filed February 26, 1988), 07/191,263 (filed May 6, 1988), 07/263,584 (filed October 
26, 1988), and 07/271,450 (filed November 14, 1988). 

HI.A. List of Art Cited bv a U.S. Examiner Against the Claims of a Parent Application 

III.A.l. Seto, et al., US Patent 4,673,634 (1987); (previously considered in 
US 07/122,174, US 07,139,886, US 07/161,072, US 07/191,263 
(paper no. 5) and US 07/456,637, reference BA; cited above as 
LB. 102) 

III.A.2. Villarejos, et al., US Patent 4,702,909 (1987); (previously 

considered in US 07/122,174, US 07/139,886, US 07/161,072, 
US 07/191,263 (paper no. 5), and US 07/456,637, reference BB; 
cited above as I.B. 1 16) 

IILB. List of Art Cited Against the Claims During the Prosecution of AUSTRALIAN 
Patent No. 624.105 

[This information was cited during prosecution of the AUSTRALIAN 
application which claims priority from US Application Nos. 07/122,174, 
07/139,886, 07/161,072, 07/191,263, 07/263,584, and 07/271,450] 
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III.B. 1 . Shirachi, et al., The Lancet 8095:853-856 (1 978) (previously 

considered in US 07/456,637, reference 00; and US 08/103,961, 
reference I.B.282; cited above as I.B.106) 

III.B.2. Wang, et al., Nature 323:508-513 (1986) (previously considered in 
US 07/191,263 (paper no. 5) and US 07/456,637, reference OM; 
and US 08/103,961, reference I.B.345; cited above as I.B.I 19) 

III.C. List of References Cited in the Litigation of AUSTRALIAN Patent No. 624.105 

III.C. 1 . Amended Particulars of Invalidity (1 995) in the Litigation of 
Australian Patent No. 624,105 (cited above in LA.) 

III.C.2. Application- with Statement of Claims and Particulars of Invalidity 
(03/03/94) in the Litigation of Australian Patent No. 624,105 (cited 
above in LA.) 

III.C.3. Particulars of Infringement (06/10/94) in the Litigation of 
Australian Patent No. 624,105 (cited above in LA.) 

III.C.4. Affidavit of Patrick Robert Carnegie (12/13/94) (cited above in 
LA.) 

III.C.5. Affidavit of Peter Malcolm Colman (12/1 5/94) (cited above in LA.) 

III.C.6. Affidavit of Eric James Gowans (12/1 5/94) (cited above in LA.) 

III.C.7. Affidavit of Lacy R. Overby (8/19/94) (cited above in LA.) 

III.C.8. Affidavit of Daniel W. Bradley (4/5/95) (cited above in LA.) 

III.C.9. Affidavit of George Kuo (1 0/23/95) (cited above in LA.) 

III.C.10. Affidavit of Robert Tjian (10/31/95) (cited above in LA.) 

III.C.l 1. Affidavit of Amy Joan Weiner (1 1/1/95) (cited above in LA.) 

III.C. 1 2. Affidavit of Michael Steven Urdea (cited above in LA.) 

III.C.13. Affidavit of Michael Houghton (1 1/29/95) (cited above in LA.) 
[Volume 9] 

III.C.14. Affidavit of Gregory R.Reyes (12/05/94) (cited above in LA.) 

III.C.15. Affidavit of Stephen Alister Locarnini (12/08/94) (cited above in 
LA.) 

III.C.16. Affidavit of David James Kemp (12/07/94) (cited above in LA.) 
III.C.17. Affidavit of Ian David Gust (12/05/94) (cited above in LA.) 
III.C. 1 8. Affidavit of Stephen M. Feinstone (08/1 1/94) (cited above in LA.) 
III.C. 1 9. Affidavit of Lynn Dalgarno (12/08/94) (cited above in LA.) 
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III.C.20. Affidavit of Patrick Robert Carnegie (12/08/94) (cited above in 
LA.) 

III.C.21. Affidavit of Baruch S. Blumberg (12/01/94) (cited above in I.A.) 
III.C.22. Affidavit of Terukatsu Arima (12/07/94) (cited above in LA.) 
III.C.23. Affidavit of Peter Malcolm Colman (12/15/94) (cited above in LA.) 



[Volume 10] 



III.C.24. Affidavit of Michael Joseph McGarvey (1 0/30/95) (cited above in 
LA.) 

III.C.25. Affidavit of John Shine ( 1 2/04/95) (cited above in LA.) 

III.C.26. Affidavit of Sir Gustav Nossal (12/12/95) (cited above in LA.) 

III.C.27. Affidavit of John Mills (12/06/95) (cited above in LA.) 

III.C.28. Affidavit of Robert William Beal (1 1/20/95) (cited above in LA.) 

III.C.29. Affidavit of Gerald Wayne Both (1 1/24/95) (cited above in LA.) 

III.C.30. Affidavit of Stephen R. Lee (1 0/24/95) (cited above in LA.) 

III.C.3 1 . Affidavit of Christopher John Burrel ( 1 1 /20/95) (cited above in 
LA.) 

III.C.32. Aaskov, et al., J. Immu. Meth . 25:37-41 (1979); (previously 

considered in US 08/103,961, reference I.A.2; cited above at LB. 5) 

III.C.33. Arima et al., Gastroenterol. Jpn. 24:540-544 (1 989) (previously 
considered in US 07/456,637, reference IK; and US 08/103,961, 
reference LB. 33, cited above at LB. 10) 

III.C.34. Arima, et al., Gastroenterol. Jpn . 24(5):545-548 (1989); 

(previously considered in US 07/456,637, reference IL; and US 
08/103,961, reference I.B.31; cited above as I.B.9) 

III.C.35. Backendorf, et al., Nucleic Acids Res. 14(7):2877- 2890 (1986); 

(previously considered in US 08/103,961, reference I.A.9, cited 
above at LB. 11) 

III.C.36. Bankier, et al., Mol. Biol. & Med. 1:425-445 (1983) (previously 
considered in US 08/103,961, reference I.A.I 1; cited above as 
LB. 12) 

III.C.37. Mierendorf, et al., Methods in Enzvmology . Ch. 51, 152, Berger & 
Kimmel (eds), Academic press Ltd. (1987) (previously considered 
in US 08/103,961, reference I.A.l) (cited above in LA.) 
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III.C.38. Bradley, Infection. Immunity and Blood Transfusion . Dodd, R.Y. 

& Barker, L.F. (eds.), Alan R. Liss Inc. 81-97 (1985) (cited above 
in I.A.) 

III.C.39. Bradley, et al., Gastroenterology 88:773-779 (1985); (previously 
considered in US 07/456,637, reference DS; and US 08/103,961, 
reference I.B.5 1 , cited above I.B. 1 6) 

III.C.40. Bradley, et al., J. Infect. Pis. 148(2):254-265 (1 983); (previously 
considered in US 07/456,637, reference CP; and US 08/103,961, 
reference I.B.55; cited above as I.B. 17) 

III.C.41 . Bradley, et al., J. Med. Virol. 3:253-269 (1979); (previously 

considered in US 07/456,637, reference BP; and US 08/103,961, 
reference I.B.56; cited above at I.B. 18) 

III.C.42. Bradley, J Med Virol 6:185-201 (1980); (cited above at I.B. 152) 

III.C.43. Bradley, et al,. Seminars in Liver Disease 6(l):56-66 (1986); 

(previously considered in US 07/456,637, reference BL; and US 
08/103,961, reference I.B.62; cited above at I.B.21) 

III.C.44. Bradley, J. Virol. Meth. 10:307-319 (1985); (previously considered 
in US 07/456,637, reference EK; and US 08/103,961, reference 
I.B.45; cited above at I.B. 15) 

III.C.45. Burrell, et al., Nature 279:43-47 (1979) (cited above in I. A.) 

III.C.46. Buttner, et al., Mol. Gen. Genet. 209:101-109 (1987); (previously 
considered in US 08/103,961, reference I.A.25, cited above as 
I.B.27) 

III.C.47. Charnay, et al., Nature 286:893-895 (1 980) (cited above in I. A.) 

III.C.48. Choo, et al., Brit. Med. Bull. 46:423-441 (1990) (previously 

considered in US 07/456,637, reference JL; and US 08/103,961, 
reference I.B.80, cited above at I.B.32) 

III.C.49. Choo, et al., Science 244:359-362 (1989); (previously considered 
in US/456,637, reference IT and EEO; and US 08/103,961, 
reference I.B.84; cited above at I.B.33) 

III.C.50. Coia, et al., J. Gen. Virol. 69: 1 -2 1 (1 988); (previously considered 
in US 08/103,961, reference V.24; cited above at I.B.34) 

III.C.51. Dalgarno, et al., J. Mol. Biol. 187:309-323 (1986); (previously 
considered in US 08/103,961, reference V.13; cited above at 
I.B.38) 
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III.C.52. Dalgarno, et al., Virology 129:170-187 (1983); (previously 

considered in US 08/103,961, reference I.A.29; cited above as 
I.B.37) 

III.C.53. Davis, et al., Proc. Natl. Acad. Sci. USA 83:5534-5538 (1986) 
(cited above in I.A.) 

III.C.54. Donelson, et al., Mol. Biochem. Parasitol. 31:241-250 (1988); 

(previously considered in US 08/103,961, reference V.5; cited 
above as I.B.44) 

III.C.55. Edwards. Immunoassay: An Introduction (Tendon, 1Q85); 

(previously considered in US 08/103,961, reference I.A.32; cited 
above as I.B.46) 

III.C.56. Emtage, et al., Nature 283:171-174 (1980) (cited above in I.A.) 

III.C.57. Faragher, et al., Virology 163:509-526 (1 988); (previously 

considered in US 08/103,961, reference I.A.35; cited above as 
I.B.50) 

III.C.58. Faragher, Ph.D. thesis, Australian National University Lab . March, 
1987; (previously considered in US 08/103,961, reference I.A.33; 
cited above as LB. 48) 

III.C.59. Feinstone, et al., Viral Hepatitis and Delta Infection , pp. 29-39 

(1983); (previously considered in US 08/103,961, reference I.A.36; 
cited above as I.B.51) 

III.C.60. Glover (ed), DNA Cloning 1 : A Practical Approach (IRL Press, 
Washington DC, USA) (1985) (cited above in LA.) 

III.C.6 1 . Guerin-Marchand, Nature 329: 1 64-1 67 (1 987); (previously 

considered in US 07/456,637, reference FFN; and US 08/103,961, 
reference I.B.143; cited above as I.B.56) 

III.C.62. Houghton, et al, Hepatology 14:381-388 (1991) (cited above in 
LA.) 

III.C.63. Huynh, et al., Constructing and Screening cDNA Libraries in 

XgtlOand tatll. Chpt. 2, pp. 49-78; (previously considered in US 
08/103,961, reference I.A.95; cited above as I.B.66) 

III.C.64. Kemp, et al., Proc. Natl. Acad. Sci. USA 78(7):4520-4524 (1 98 1 ) 
(cited above in LA.) 

III.C.65. Kemp, et al.. Proc. Natl. Acad. Sci. USA 80-3787-^70 1 (1983); 

(previously considered in US 08/103,961, reference I.A.52; cited 
above as I.B.68) 
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III.C.66. Lopez, et al., Proc. Natl. Acad. Sci. USA 84:5615 (1987); 

(previously considered in US 08/103,961, reference I.A.56; cited 
above as I.B.71) 

III.C.67. Maniatis, et al., " Molecular Cloning: A Laboratory Manual ". Cold 
Spring Harbour Press, Cold Spring Harbour, NY (1982) (cited 
above in LA.) 

III.C.68. Mason, et al., Virology 158:348-360 (1987); (cited above in LA.) 

III.C.69. Kemp, et al., "Methods in Enzymology", published by Academic 
Press Inc., 79:622-630 (1981) (cited above in LA.) 

III.C.70. Molenaar, et al., Nucl. Acids Res. 12:7345-7358 (1984) (cited 
above in LA.) 

III.C.71 . Murray, et al., Hepatitis B. Vaccine. INSERM Symposium No. 18 : 
(Maupas, P. & Guesry, P. eds.) pp. 289-304 (1981) (cited above in 
LA.) 

III.C.72. Nakada, et al., Virus Res. 1 :433-441 (1984); (previously 

considered in US 08/103,961, reference I.A.62, cited above as 
I.B.80) 

III.C.73. O'Sullivan, Clinical and Biochemical Analysis . Vol. 14, Chpt. 3 

(1984); (previously considered in US 08/103,961, reference I.A.66; 
cited above as I.B.85) 

III.C.74. Okamoto, et al., Virol. 188:331-341 (1992); (previously considered 
in US 08/103,961, reference I.A.64; cited above as I.B.83) 

III.C.75. Old & Primrose, Principles of Gene Manipulation . 3rd Ed. (1985) 
Blackwell Scientific Publication, p. 113; (previously considered in 
US 08/103,961, reference I.A.65; cited above as I.B.84) 

III.C.76. Pasek, et al., Nature 282:575-579 (1979) (cited above in LA.) 

III.C.77. Reyes, et al., Advances in Virus Research 40:57-102 (1991) (cited 
above in LA.) 

III.C.78. Rice, et al., Science 229:726-733 (1985); (previously considered in 
US 08/103,961 , reference I.A.69; cited above as I.B.92) 

III.C.79. Scallon, et al., Mol. Biochem. Parasitology 24:237-245 (1 987); 

(previously considered in US 08/103,961, reference I.A.73; cited 
above as LB. 96) 

III.C.80. Schuurs, et al., Clin. Chim. ACTA 81:1-40 (1977); (previously 
considered in US 08/103,961, reference I.A.74; cited above as 
I.B.97) 
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III.C.81. Stahl, et al., Proc. Natl. Acad. Sci. USA 81:2456-2460 (1984); 

(previously considered in US 08/103,961, reference I.A.80; cited 
above as I.B.I 07) 

III.C.82. Strauss, et al., Proc. Natl. Acad. Sci. USA 80:5271-5275 (1983) 
(cited above in I. A.) 

III.C.83. Strauss, et al., Virology 133:92-1 10 (1984) (cited above in LA.) 

III.C.84. Takkinen, Nucl. Acids Res. 14(14):5667-5682 (1986) (cited above 
in LA.) 

III.C.85. Vogel, et al., Mol. Biochem. Parasitol. 31:1 17-126 (1988); 

(previously considered in US 08/103,961, reference V.4; cited 
above as I.B.I 17) 

III.C.86. Vrati, et al., Virology 151 :222-232 (1 986); (previously considered 
in US 08/103,961, reference I.A.84; cited above as I.B.I 18) 

III.C.87. Weiner, et al., J. Med. Virol. 21:239-247 (1987); (previously 

considered in US 07/456,637, reference HT; and US 08/103,961, 
reference I.B.350; cited above as I.B.120) 

III.C.88. Yaegashi, et al., Gene 46:257 (1986) (cited above as I.B.123) 

III.C.89. Young, et al., Science 222:778-782 (1 983); (previously considered 
in US 08/103,961, reference I.B.359; cited above as I.B.125) 

III.C.90. Young, et al., Proc. Natl. Acad. Sci. USA 80:1 194-1 198 (1983) 
(cited above in LA.) 

IH-D. List of Art Cited Against the Claims During the Prosecution of CHILEAN 
Patent No. 38.053. 

[This information was cited during prosecution of the CHILEAN application 
which claims priority from US Application Nos. 07/122,174, 07/139,886, 
07/161,072, 07/191,263, 07/263,584, and 07/271,450] 

III.D. 1 . Glover (ed.), DNA Cloning Techniques: A Practical Approach 
(1985, IRL Press, Oxford, UK) (previously considered in US 
08/103,961, reference I.A.41; cited above as LB.54) 

III.D.2. Berger, et al., Methods in Enzvmology vol. 155, part F (1987) 

(previously considered in US 08/103,961, reference I.A.12; cited 
above as LB. 14) 

HI E. List of References Cited Against the Claims During the Prosecution and/or in 
the Third Party Observation of European Patent No. 0 318 216 

[This information was cited during prosecution and/or third party 
observation of the EP application which claims priority from US 
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Application Nos. 07/122,174, 07/139,886,07/161,072, 07/191,263, 
07/263,584, and 07/271,450] 

III.E.1. Akatsuka, et al., (Eisai KK) JP 183629/1983; (cited in the Third 
Party observation) (previously considered in US 08/103,961, 
reference I.A.4; cited above as I.B.6) 

III.E.2. Bradley, Gastroenterology 88:773-779 (1985); (cited in the Third 
Party observation) (previously considered in US 08/103,961, 
reference I.B.51; cited above as I.B.I 6) 

III.E.3. Bradley, Prog. Med. Virol . 37:101-135 (1990); (cited in the Third 
Party observation) (previously considered in US 08/103,961, 
reference I.B.61; cited above as I.B.20) 

III.E.4. Carman, et al., The Lancet 336:325-329 (1 990); (cited in the Third 
Party observation) (previously considered in US 08/103,961, 
reference I.B.91; cited above as I.B.28) 

III.E.5. Coursaget, (Baxter Travenol Labs, Inc.), WO 82/00205; (cited by 
the Examiner in the office Action) (previously considered in US 
08/103,961, reference I.B.90; cited above as I.B.36) 

III.E.6. Ezzell, Nature 333: 1 95 (1 988); (cited by the Examiner in the office 
Action) (previously considered in US 08/103,961, reference 
I.B.1 14; cited above as I.B.47) 

III.E.7. Hakim, Naturwissenschaften 73:45-57 (1986); (cited in the Third 
Party observation) (previously considered in US 08/103,961, 
reference LB. 147; cited above as I.B.57) 

III.E.8. He, et al., J. Infect. Pis. 156(4):636-640 (1 987); (cited in the Third 
Party observation) (previously considered in US 08/103,961, 
reference LB. 154; cited above as I.B.60) 

III.E.9. Houghton, (Chiron Corp.), EP 0388232 (1990); (cited in the Third 
Party observation) (previously considered in US 08/103,961, 
reference LB. 164; cited above as I.B.65) 

III.E. 1 0. Houghton, (Chiron Corp.), EPA 03 1 82 1 6; (cited in the Third Party 
observation) (previously considered in US 08/103,961, reference 
LB. 163; cited above as I.B.64) 

III.E. 1 1 . Maupas, (Baxter Travenol Labs, Inc.), WO 82/02774; (cited in by 
the Examiner in the office Action and by the Third Party 
observation) (previously considered in US 08/103,961, reference 
I.B.205; cited above as I.B.74) 
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III.E. 1 2. Pillot, (Institut Pasteur), WO 88/034 10; (cited by the Examiner in 
the office Action) (previously considered in US 08/103,961, 
reference I.B.238; cited above as I.B.88) 

III.E. 1 3 . Pillot, EP 0277437; (cited in the Third Party observation) 

(previously considered in US 08/103,961, reference I.B.237; cited 
above as I.B.87) 

III.E. 1 4. Seelig, et al., EP-A-0279460; (cited by the Examiner in the office 
Action) (previously considered in US 08/103,961, reference 
I.B.263; cited above as I.B.98) 

III.E. 1 5 . Seikagaku Jiten, Dictionary of Biochemistry. 1 st Ed. p. 435 
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III.U.57. Young, et al., Proc. Natl. Acad. Sci. USA 80:1 194-1 198 (1983); 
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the examiner in paper 23; and US 08/103,961, reference I.B.358; 
cited above at I.B.I 24) 

III.U.58. Zhao, et al., Virology 155:77-88 (1 986); (previously considered in 
US 08/103,961, reference V.15; cited above as I.B.130) 

III.U.59. Geysen, et al., (Commonwealth Serum Labs), Japanese Publication 
60-500684 (cited above in LA.) 

III.U.60. Chien, et al., (Chiron Corporation), WO 93/00365 (cited above in 
LA.) 

III.U.61 . Arima, et al., (Res. Found. Microbial., et al.), Japanese Laid-Open 
Patent Publication 03-139282 (cited above in I.A.) 

III.U.62. Reyes, et al., WO 91/1 55 16 (previously considered in US 
08/103,961, reference I.A.103; cited above as I.B.91) 

III.U.63 . Dina, et al., (Chiron Corporation), U. S. Patent 5, 1 56,949 (cited 
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III.U.66. Joint Motion Pursuant to 37 C.F.R. § 1 .633(b) for Judgment - No 
interference in fact, Essex, Lucia March 1991 (cited above in LA.) 

IILU.67. Declaration By Kathelyn S. Steimer (9/14/90) (cited above in LA.) 

III.U.68. Expert Report of Dr. Timothy John Harrison (6/2/93) (cited above 
in LA.) 

IILU.69. Table I of Thomas Monath's "In the Viruses: The Togaviridae and 
Flaviviridae," Series Eds.: Framlet, et al. (Schlesinger & 
Schlesinger, 1986) (cited above in LA.) 

III.U.70. Dialog Computer Printout (previously considered in US 
08/103,961, reference V.3, cited above as LB.154) 

IILU.71 . Letter from Chiron Corporation to Dr. Bradley of April 9, 1986 
(cited above in LA.) 

IILU.72. High Court Judgments in Chiron vs. UBI and Chiron vs. Murex 
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III.U.74. Statement of Dr. G. R. Reyes of 5/28/93 (cited above in LA.) 
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List of Art Cited in the Eleventh Opposition against the JAPANESE Patent 
Application No. 01-500565 
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[This information was cited during the twelfth opposition filed by Shigeo 
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III.X.5. Bradley, et al., Seminars in Liver Disease 6(l):56-66; (previously 
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III.X.16. Donelson, et al., Mol. Biochem. Parasitol. 31:241-250 (1988); 
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III.X.17. Druihle et al., Am. Trop. Med. Hvg. 33(3):336-341 (1984); 
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above at I.B.45) 
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III.X.19. Guerin-Marchand, et al., Nature 329:1647-1667 (1987); 

(previously considered in US 07/456,637, reference FFN; and US 
08/103,961, reference I.B.143; cited above at I.B.56) 

III.X.20. Hahn, et al., Virology 162: 167-180 (1988); (previously considered 
in US 08/103,961, reference V.18; cited above at I.B.58) 

III.X.21 . He, et al., J. Infect. Pis. 156(4):636-640 (1987); (previously 

considered in US 07/191,263 (paper no. 5) and US 07/456,637, 
reference FM; and US 08/103,961, reference I.B.I 54; cited above 
at I.B.60) 

III.X.22. Huyhn, et al. , DNA Cloning. Vol. 1 , (Glover, ed., IRL Press, 
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considered in US 08/103,961, reference V.26; cited above at 
I.B.69) 

III.X.26. Krissansen, et al., EMBO J. 5:1799-1808 (1986) (cited above in 
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considered in US 08/103,961, reference V.2; cited above at I.B.95) 

III.X.33. Scallon, et al., Mol. Biochem. Parasit. 24:237-245 (1987); 

(previously considered in US 08/103,961, reference I.A.73; cited 
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III.X.34. Sewell, et al., Proc. Natl. Acad. Sci. USA 83:8718-8722 (1986); 
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III.X.36. Stahl, et al., Proc. Natl. Acad. Sci. USA 81:2456-2460 (1984); 

(previously considered in US 08/103,961, reference I.A.80; cited 
above at I.B.I 07) 

III.X.37. Sumiyoshi, et al., Virology 161:497-510 (1987); (previously 
considered in US 08/103,961, reference V.16; cited above at 
I.B.109) 

III.X.38. Taylor, et al., Biochim. Biophvs. Acta 442:324-330 (1976); 

(previously considered in US 08/103,961, reference V.6; cited 
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III.X.39. Trent, et al., Virology 156:293-304 (1 987); (previously considered 
in US 08/103,961, reference V. 17; cited above at I.B.I 12) 
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above at I.B.I 17) 
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considered in US 07/456,637, reference HT; and US 08/103,961, 
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III.Y.l. Baer, et al., Nature 310:207-21 1 (1984) (cited above in I.A.) 
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considered in US 07/456,637, reference DS; and US 08/103,961, 
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considered in US 07/456,637, reference CP; and US 08/103,961, 
reference I.B.55; cited above at LB. 17) 

III. Y.4. Bradley, et al., J. Med. Virol. 3:253-269 (1 979); (previously 

considered in US 07/456,637, reference BP; and US 08/103,961, 
reference I.B.56; cited above at LB. 18) 

III.Y.5. Bradley, et al, J. Virol. Meth. 10:307-319 (1987); (previously 

considered in US 07/456,637, reference EK; and US 08/103,961, 
reference I.B.45; cited above at LB. 15) 

III.Y.6. Bradley, et al,. Prog. Med. Virol. 37:101-135 (1990); (cited by the 
examiner in 07/456,637, paper 23; and US 08/103,961, reference 
I.B.61; cited above at I.B.20) 

III.Y.7. Bradley, et al., Seminars in Liver Disease 6:56-66 (1986); (cited 
above at I.B.21) 

III.Y.8. Choo, et al., Brit. Med. Bui. 46(2):423-441 (1990); (previously 
considered in US 07/456,637, reference JL; and US 08/103,961, 
reference I.B.80; cited above at I.B.32) 
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III.Y.9. Choo, et al., Science 244:359-362 (1989); (previously considered 
in US/456,637, reference IT and EEO; and US 08/103,961, 
reference I.B.84; cited above at I.B.33) 

III.Y.10. Coia, et al., J. Gen. Virol. 69:1-21 (1988); (previously considered 
in US 08/103,961, reference V.24; cited above at I.B.34) 

III.Y.l 1 . Davis, et al., Proc. Natl. Acad. Sci. USA 83:5534-5538 (1986); 

(previously considered in US 08/103,961, reference I.A.30; cited 
above at I.B.39) 

III.Y.12. Fu, et al., Virology 188:953-958 (1992) (cited above in LA.) 

III.Y.l 3. Guerin-Marchand, et al., Nature 329:164-167 (1987); (previously 
considered in US 07/456,637, reference FFN; and US 08/103,961, 
reference LB. 143; cited above at I.B.56) 

III.Y.14. Guo, et al., Virology 188:245-255 (1992) (cited above in LA.) 

III.Y.l 5. He, et al., J. Infect. Pis. 156(4):636-640 (1987); (previously 

considered in US 07/191,263 (paper no. 5) and US 07/456,637, 
reference FM; and US 08/103,961, reference LB. 154; cited above 
atI.B.60) 

III.Y.16. Huyhn, et al., DNA Techniques: A Practical Approach (D. Glover, 
ed., IRL Press) pp. 49-78 (1985); (previously considered in US 
08/103,961, reference I.A.95; cited above at I.B.66) 

III.Y.17. Jiang, et al., Mol. Microbiol. 6(10):1351-1361 (1992) (cited above 
in LA.) 

III.Y.18. Kemp, et al., Proc. Natl. Acad. Sci. USA 80:3787-3791 (1983); 

(previously considered in US 08/103,961, reference I.A.52; cited 
above at I.B.68) 

III.Y.19. Meurs, et al., CeU 62:379-390 (1990) (cited above in LA.) 

III.Y.20. Possot, et al., Mol. Microbiol. 6:95-105 (1992) (cited above in 
LA.) 

III.Y.21. Sandkvist, et al., Gene 123:81-86 (1993) (cited above in LA.) 

III.Y.22. Scallon, et al., Mol. Biochem. Parasit. 24:237-245 (1987); 

(previously considered in US 08/103,961, reference I.A.73; cited 
above at I.B.96) 

III.Y.23. Sellar, et al., Biochem. J. 274:481-490 (1991) (cited above in LA.) 

III.Y.24. Shibata, et al., J. Biol. Chem. 262:10080-10085 (1987) (cited 
above in LA.) 
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III.Y.25. Stahl, et al., Proc. Natl. Acad. Sci. USA 81:2456-2460 (1983); 

((previously considered in US 08/103,961, reference I.A.80; cited 
above at LB. 107) 

III.Y.26. Whitchurch, et al., Gene 101:33-44 (1991) (cited above in I.A.) 

III.Y.27. Young, et al., Proc. Natl. Acad. Sci. USA 80:1 194-1198 (1983); 

(previously considered in US 07/456,637, reference FFM cited by 
the examiner in paper 23; and US 08/103,961, reference I.B.358; 
cited above at I.B.I 24) 

III.Z. List of Art Cited Against the Claims During the Prosecution of NEW 
ZEALAND Patent Application No. 227.01 1 . 
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07/139,886, 07/161,072, 07/191,263, 07/263,584, and 07/271,450] 

III.Z. 1 . Coursaget, et al., (Baxter Travenol Labs), WO 82/00205 (1982); 
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III.Z.2. Coursaget, et al., The Lancet . 14 July 1979, p. 92 (previously 

considered in US 07/456,637, reference BO; and US 08/103,961, 
reference I.B.88; cited above as I.B.35) 

III.Z.3. Ezzell, Nature 333:195 (1988); (previously considered in US 

07/456,637, reference FP; and US 08/103,961, reference I.B.l 14; 
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III.Z.4. Feinstone, et al., New England J. Med. 292(15):767-770 (1975) 
(cited above in I.A.) 
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III.Z.7. The New York Times . Friday, April 21, 1989, p. 1 (previously 
considered US 07/456,637, reference NN; US 08/103,961, 
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III.Z.8. Overby, Current Hepatologv . 7:35-67 (1987); (previously 
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III.CC.3. Backendorf, et al., Nucl. Acids Res. 14(7):2877-2890 

(1983)(previously considered in US 08/103,961, reference I.A.9; 
cited above as reference I.B.I 1) 

III.CC.4. Bankier, et al., Mol. Biol. Med . 1:425-445 (1983) (previously 
considered in US 08/103,961, reference I.A.I 1; cited above as 
I.B.12) 

III.CC.5. Mierendorf, et al., Methods of Enzvmology Chpt. 51, Vol. 152 
(1987) Berger & Kimmel (eds)(previously considered in US 
08/103,961, reference I.A.12; cited above as I.B.14) 

III.CC.6. Bradley, et al., Gastroenterology 88:773-779 (1985) (previously 
considered in US 08/103,961, reference I.B.51; cited above as 
I.B.I 6) 

III.CC.7. Bradley, et al., J. Med. Virol. 3:253-269 (1 979) (previously 

considered in US 08/103,961, reference I.B.56; cited above as 
I.B.I 8) 

III.CC.8. Bradley, et al., J. Virol. Meth. 10:307-3 19 (1985) (previously 
considered in US 08/103,961, reference I.B.45; cited above as 
I.B.15) 

III.CC.9. Bradley, et al., Seminars in Liver Disease 6(l):56-66 (1986) 

(previously considered in US 08/103,961, reference I.B.57, cited 
above as I.B.21) 

III.CC.10. Butt (Ed.), Practical Immunoassay: The State of the Art . Chpt. 3, 
Vol. 14 (1984) (previously considered in US 08/103,961, reference 
I.A.24; cited above as I.B.26) 

III.CC.l 1. Buttner, et al., Mol. Gen. Genet. 209:101-109 (1987) (previously 
considered in US 08/103,961, reference I.A.25; cited above as 
I.B.27) 

III.CC.12. Davis, et al., Proc. Natl. Acad. Sci. USA 83:5534-5538 (1986) 
(previously considered in US 08/103,961, reference I.A.30; cited 
above as I.B.39) 

III.CC. 1 3 . Edwards, Immunoassay: An Introduction (London, 1 985) 

(previously considered in US 08/103,961, reference I.A.32; cited 
above as I.B.46) 

III.CC. 1 4. Faragher, Ph.D. thesis, Australian Natural University Lab, March, 
1987 (previously considered in US 08/103,961, reference I.A.33; 
cited above as I.B.48) 
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III.CC.15. Faragher, et al., Virology 163:509-526 (1988) (previously 

considered in US 08/103,961, reference I.A.35; cited above as 
I.B.50) 

III.CC. 1 6. Guerin-Marchand, Nature 329: 1 64- 1 67 (1 987) (previously 

considered in US 08/103,961, reference I.B.143; cited above as 
I.B.56) 

III.CC.17. Houghton, et al., Hepatology 14(2):381 (1991) (previously 

considered in US 08/103,961, reference I.A.47; cited above as 
I.B.63) 

III.CC. 18. Huynh, et al., DNA Cloning . Vol. 1, Chpt. 2, p. 49 (1985) 

(previously considered in US 08/103,961, reference VI.9; cited 
above as LB. 66) 

III.CC.19. Kemp, et al.. Proc. Natl. Acad. Sci. USA 80:3787-3791 H983^ 
(previously considered in US 08/103,961, reference I.A.52 and 
VI. 10; cited above as I.B.68) 

III.CC.20. Lopez, et al., Proc. Natl. Acad. Sci. USA 84:5615 (1987) 

(previously considered in US 08/103,961, reference I.A.56; cited 
above as I.B.71) 

III.CC.21. Molenaar, et al., Nucl. Acids Res. 12(19):7345 (1984) (previously 
considered in US 08/103,961, reference I.A.59; cited above as 
I.B.77) 

III.CC.22. Nakada, et al., Virus Res. 1 :433-44 1 (1 984) (previously considered 
in US 08/103,961, reference I.A.62, cited above as I.B.80) 

III.CC.23. Okamoto, et al., Virology 188:331-341 (1992) (previously 

considered in US 08/103,961, reference I.A.64; cited above as 
I.B.83) 

III.CC.24. Old, et al., Principles of Gene Manipulation . 3rd Ed. p. 1 13 (1985) 
(previously considered in US 08/103,961, reference I.A.65; cited 
above as I.B.84) 

III.CC.25. O'Sullivan, Clinical and Biochemical Analysis . Vol. 14, Chpt. 3 

(1984) (previously considered in US 08/103,961, reference I.A.66; 
cited above as I.B.85) 

III.CC.26. Rice, et al., "Nucleotide Sequence of Yellow Fever Virus: 

Implications for Flavivirus Gene Expression and Evolution," 
Science 229:726-733 (1985) (previously considered in US 
08/103,961, reference I.A.69; cited above as I.B.92) 
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III.CC.27. Scallon, et al., Mol. Biochem. Parasitology 24:237-245 (1 987) 
(previously considered in US 08/103,961, reference I.A.73; cited 
above as I. B. 96) 

III.CC.28. Schuurs, et al., Clin. Chem. ACTA 81:1-40 (1977) (previously 
considered in US 08/103,961, reference I.A.74; cited above as 
I.B.97) 

III.CC.29. Stahl, et al., Proc. Natl. Acad. Sci. USA 81:2456-2460 (1984) 

(previously considered in US 08/103,961, reference I.A.80; cited 
above as LB. 107) 

III.CC.30. Vrati, et al, Virology 151 :222-232 (1 986) (previously considered 
in US 08/103,961, reference I.A.84; cited above as I.B.I 18) 

III.CC.31. Weiner, et al., J. Med. Virol. 21:239-247 (1987) (previously 
considered in US 08/103,961, reference I.B.35; cited above as 
I.B.120) 

III.CC.32. Yeagashi, et al,. Gene 46:257-267 (1 986) (previously considered in 
US 08/103,961, reference I.A.89; cited above as I.B.123) 

III.CC.33. Young, et al., Proc. Natl. Acad. Sci. USA 80:1 194-1 198 (1983) 

(previously considered in US 08/103,961, reference I.B.358; cited 
above as LB. 124) 

DD. List of Art Cited Against the Claims During the Prosecution of U.K. Patent No. 
2.212511 

[This information was cited during theprosecution of the UK application which 
claims priority from US Application Nos. 07/122,174, 07/139,886, 07/161,072, 
07/191,263, 07/263,584, and 07/271,450] 

III.DD. 1. Bryan, Interstate Postgrad. Med. 68(5):66-86 (1980) (previously 
considered in US 08/103,961, reference I.A.21; cited above as 
I.B.22) 

III.DD.2. Burkhardt, Immun. Infect. 16(3):91-96 (1988) (previously 

considered in US 08/103,961, reference I.B.70; cited above as 
I.B.24) 

III.DD.3. Burkhardt, Immun. Infect. 16(3):97-99 (1988) (previously 

considered in US 08/103,961, reference I.B.71; cited above as 
I.B.25) 

III.DD.4. Chiron News Release, May 1 0, 1 988, No. 2 1 (previously 

considered in US 08/103,961, reference I.B.3; cited above as I.B.2) 

III.DD.5. Coursaget, et al., (Baxter Travenol Labs, Inc.), WO 82/00205 

(previously considered in US 08/103,961, reference I.B.90; cited 
above as I.B.36) 
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III.DD.6. Hakim, Naturwissenschaften 73:45-57 (1986) (previously 

considered in US 08/103,961, reference I.B.147; cited above as 
I.B.57) 

III.DD.7. Maupas, (Baxter Travenol Labs), WO 82/02774 (previously 

considered in US 08/103,961, reference I.B.205; cited above as 
I.B.74) 

III.DD.8. Pillot, (Institut Pasteur), WO 88/0341 0 (previously considered in 
US 08/103,961, reference I.B.238; cited above as I.B.88) 

III.DD.9. Prince, Gastroenterology 77(5):A33 (1979) (previously considered 
in US 08/103,961, reference I.B.245; cited above as I.B.89) 

III.DD.10. Shirachi, The Lancet 8095:853-856 (1978) (previously considered 
in US 08/103,961, reference I.B.282; cited above as I.B.106) 

III.DD.11. Trepo, EP 0061974 (previously considered in US 08/103,961, 
reference I.B.313; cited above as I.B.I 13) 

III. DD.12. Trepo, WO 82/03330 (previously considered in US 08/103,961, 

reference I.B.316; cited above as I.B.I 14) 

IV. REFERENCES AND OTHER MATERIALS CITED TOWARDS A REJECTION 
OF THE CLAIMS OR OBJECTIONS TO THE SPECIFICATION 
CORRESPONDING TO THE SECOND FOREIGN FILING 

The documets in the list below have been cited in a rejection of claims or an objection to 
the specification of one of the following U.S. Patent Applications or a corresponding foreign 
patent application or issued patent claiming priority from one of the following U.S. Patent 
Applications, whether in prosecution, litigation, opposition, or third party observations: U.S. 
Applications 07/325,338 (filed March 17. 1989), 07/341,334 (filed April 20 1989), 07/353,896 
(filed April 21, 1989), and 07/355,002 (filed May 18, 1989). The documents in the list below 
also includes other materials relied on during foreign oppositions. 

IV.A. List of materials cited in the Opposition to AUSTRALIAN Patent No. 640.920 

[This information was cited in the AUSTRALIAN opposition against the 
application that claims priority from US Application Nos. 07/325,338, 
07/341,334, 07/335,896 and 07/355,961] 

IV. A. 1 . Notice of Opposition by Hoffman La Roche (cited above in I. A.) 
IV.A.2. Statement of Grounds for Opposition (cited above in LA.) 
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I V. A.3 . Statutory Declaration of Eric James Gowans (9/8/94) (cited above 
in LA.) 

IV.A.4. Leguoy, et al., EMBQ J. 6:3359-3366 (1987) (cited above in LA.) 

IV.A.5. Daniels, et al., Nucleic Acids Res. 11:7595-7610 (1983) (cited 
above in LA.) 

IV.A.6. Takagi, et al., J. Bacteriol 163:824-83 1 (1 985) (cited above in LA.) 
(cited above in LA.) 

IV.A.7. Kilejian, et al., Proc. Natl. Acad. Sci. USA 83:7938-7941 (1986) 
(cited above in LA.) 

IV.A.8. Davison, et al., J. Gen. Virol. 67:1759-1816 (1986 (cited above in 
LA.) 

IV.A.9. Forsgren, et al., FEBS Lett. 213:254-260 (1 987) (cited above in 
LA.) 

IV.A.10. Dull, et al., Nature 310:777-781 (1984) (cited above in LA.) 

IV.A.1 1. Suzuki, J. Biol. Chem. 262:61 1-616 (1987) (cited above in LA.) 

IV.A.12. Baer, Nature 310:207-21 1 (1984) (cited above in LA.) 

IV.A.13. Deininger, et al., J. Cell Biochem 19:267-274 (1982) (cited above 
in LA.) 

IV.A.14. Farrell, et al., Proc. Natl. Acad. Sci. USA 80:1565-1569 (1983) 
(cited above in LA.) 

IV.A.15. Farrell, et al.. EMBQ J. 2:1331-1338 (1983) (cited above in LA.) 

IV. A. 1 6. Bankier, et al., Mol. Biol. Med. 1:21-45 (1983); (previously 

considered in US 08/103,961, reference I.A.I 1) (cited above in 
LA.) 

IV.A.17. Seguin, et al., Mol. Biol. Med. 1:369-392 (1983) (cited above in 
LA.) 

IV.A.1 8. Bankier, et al., Mol. Biol. Med. 1:425-446 (1983); (previously 
considered in US 08/103,961, reference I.A.I 1; cited above as 
LB. 12) 

IV.A.19. Biggin, et al., EMBQ J. 3:1083-1090 (1984) (cited above in LA.) 

IV.A.20. Gibson, et al., Nucleic Acids Res. 12:5087-5099 (1984) (cited 
above in LA.) 

IV.A.21. Arrand, et al., Nucleic Acids Res. 9(13):2999-3014 (1981) (cited 
above in LA.) 
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IV.A.22. Kozak, Nucleic Acids Res. 9:52333-5252 (1981) (cited above in 
LA.) 

IV.A.23. Yates, et al., Proc. Natl. Acad. Sci. USA 81:3806-3810 (1984) 
(cited above in LA.) 

IV.A.24. Jones, et al., EMBO J. 3:813-821 (1984) (cited above in LA.) 

IV.A.25. Jeang, et al., J. Virol. 48: 135-148 (1983) (cited above in LA.) 

IV.A.26. Bodescot, et al., Nucleic Acids Res. 15:5887 (1987) (cited above in 
LA.) 

IV.A.27. Laux, et al., EMBO J. 7:769-774 (1988) (cited above in LA.) 

IV.A.28. Weston, et al., J. Mol. Biol. 192: 1 77-208 (1 986) (cited above in 
LA.) 

IV.A.29. Oram, et al., J. Gen. Virol. 59:1 1 1-129 (1982) (cited above in LA.) 

IV.A.30. Staden, Nucleic Acids Res. 12:551-567 (1984 (cited above in LA.) 

IV.A.3 1 . Tamashiro, et al., J. Virol. 52:541-548 (1 984) (cited above in LA.) 

IV.A.32. Sudhof, et al., Nucleic Acids Res. 15(22):9607 (cited above in 
LA.) 

IV.A.33. Boss, et al., Proc. Natl. Acad. Sci. USA 81:5199-5203 (1984) 
(cited above in LA.) 

IV.A.34. Billeter, et al., Virology 132:147-159 (1984) (cited above in LA.) 

IV.A.35. Sehgal, et al., Proc. Natl. Acad. Sci USA 80:3632-3636 (1983) 
(cited above in LA.) 

IV.A.36. Sagar, et al., Science 223:1312-1315 (1984) (cited above in LA.) 

IV.A.37. May, et al., Proc. Natl. Acad. Sci. USA 82:4090-4094 (1985) (cited 
above in LA.) 

IV.A.38. Yang, et al., J. Mol. Biol. 176:169-187 (1984) (cited above in LA.) 

IV.A.39. Gilmore, et al., Virology 167:644-648 (1988) (cited above in LA.) 

IV.A.40. Ladin, et al., Plant Mol. Biol. 9:287-295 (1 987) (cited above in 
LA.) 

IV.A.41. Ishida. et al.. Nucleic Acids Res. 14:6551-6564 (1986^ (cited above 
in LA.) 

IV.A.42. Beck, et al., Nature 331:269-272 (1988) (cited above in LA.) 

IV.A.43. European Patent Application No. 88400790.7 (Patent No. 293274) 
(cited above in LA.) 
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IV.A.44. Magadan, et al., (Praxis Biologies, Inc.), Australian Patent 
Application No. 36979/89 (cited above in LA.) 

IV. A.45 . Kuo, et al., (Chiron Corporation), Australian Patent Application 

No. 27967/89 (Australian Patent No. 624,105) (cited above in I. A.) 

IV.A.46. Barrell, et al,. (Cogent Ltd.), International Patent Application No. 
WO 89/05855-A (cited above in LA.) 

IV.A.47. Choo, et al., (Chiron Corporation), Australian Patent Application 
No. 58123/90 (cited above in LA. ) 

IV.A.48. Takahashi, et al., Nucleic Acids Res. 11:6847-6858 (1983) (cited 
above in LA.) 

IV.A.49. Davies, (ed.) Amino Acids and Peptides (Chapman and Hall, 
London, 1985) (cited above in LA.) 

IV.A.50. Gross, et al., (eds.) The Peptides (Academic Press, New York, 
1983) (cited above in LA.) 

IV.A.51. Sprengel, et al., Nucleic Acids. Res. 19:4289 (1991) (cited above 
in LA.) 

IV.A.52. Ogasawara, et al., Mol. Microbiol. 6(5):629-634 (1 992) (cited 
above in LA.) 

List of ma terials cited bv Hoffman la Roche AG in a third party observation 
filed in JAPANESE Patent Application 02-505094 

IV.B.l. Bradley, et al., J. Med. Virol. 3:253-269 (1979) (previously 

considered in US 07/456,637, reference BP; and US 08/103,961, 
reference I.B.56; cited above as LB. 18) 

IV.B.2. Bradley, et al., J. Infect. Pis. 148(2):254-265 (1983) (previously 
considered in US 07/456,637, reference CP; and US 08/103,961 , 
reference I.B.55; cited above as LB. 17) 

IV.B.3. Bradley, et al., J. Virol. Meth. 10:307-319 (1985) (previously 

considered in US 07/456,637, reference EK; and US 08/103,961, 
reference LB .45; cited above as LB. 15) 

IV.B.4. Bradley, et al,. Gastroenterology 88:773-779 (1985)(previously 
considered in US 07/456,637, reference DS; and US 08/103,961, 
reference I.B.51; cited above as LB. 16) 

IV.B.5. Bradley, et al., Seminars in Liver Disease 6(l):56-66 (1986) 

(previously considered in US 07/456,637, reference BL; and US 
08/103,961, reference I.B.62; cited above as I.B.21) 
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IV.B.6. Choo, et al., Science 244:359-362 (1989) (previously considered in 
US/456,637, reference IT and EEO; and US 08/103,961, reference 
I.B.84; cited above as I.B.33) 

IV.B.7. Bradley, Melnick JL (ed) Prog. Med. Virol. (Basel, Karger, 1 990, 
vol. 37, pp. 101-135 (cited by the examiner in 07/456,637, paper 
23; and US 08/103,961, reference I.B.61; cited above as I.B.20) 

IV.B.8. Choo, et al., Brit. Med. Bull. 46:423-441 (1 990) (previously 

considered in US 07/456,637, reference JL; and US 08/103,961, 
reference I.B.80; cited above as I.B.32) 

IV.B.9. Daniel W. Bradley v. Chiron Corp., et al.: Complaint: Civil 
Action No. C-94-4342 CW (cited above in LA.) 

IV.B. 1 0. A copy of the relevant portion of a report (April, 1 995) on a 
biotechnology lawsuit, (cited above in LA.) 

IV.C. List of Art Cited by the Opponent during the Opposition to TAIWAN Patent 
Application No. 79102799 

[This information was cited during the opposition against the TAIWAN 
application which claims priority from US Application Nos. 07/325,338, 
07/353,896, 07/341,334, and 07/355,002] 

IV.C.l. Proc. Japan Acad. . 65, Ser. V. No. 9, pp. 219-223 (1989); (cited 
above at I.B.I 49) (cited above in I. A.) 

IV.C.2. Choo, et al., Science 244:359-362 (1989) (previously considered in 
US/456,637, reference IT and EEO; and US 08/103,961, reference 
I.B.84; cited above as I.B.33) 

IV.C.3. Taiwan Patent Application No. 77108060 (Houghton, et al., 
subject to Taiwan Opposition 1; cited above at I.B.I 50) 

IV.C.4. Bradley, et al., P rog. Med. Virol. 37:101-125 (1990) (cited by the 
examiner in 07/456,637, paper 23; and US 08/103,961, reference 
I.B.61; cited above as I.B.20) 

IV.C.5. Cha, et al., Proc. Natl. Acad. Sci. USA 89:7144-7148 (1992) 

(previously considered in US 08/103,961, reference I.A.26; cited 
above as I.B.31) 

IV.C.6. Highfield, et al., GB Patent No. GB 2,239,245A (previously 
considered in US 07/456,637, on 9/28/92; and US 08/103,961, 
reference I.B.157; cited above as I.B.61) 

IV.C.7. Houghton, (Chiron Corp.), EP-A-03 1 82 1 6 (previously considered 
in US 07/456,637, reference GI; and US 08/103,961, reference 
LB. 163; cited above as I.B.64) 
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IV.C.8. Kubo, et aL Nucleic Acids Res. 17:1 0367-1 037? (1989) 

(previously considered in US 07/456,637, reference JP; and US 
08/103,961, reference I.B.187; cited above as I.B.70) 

IV.C.9. Van der Poel, et al., The Lancet 337:3 19 (1991) (previously 

considered in US 07/456,637, reference KS; and US 08/103,961, 
reference I.B.331; cited above as I.B.I 15) 

IV. C.10. Weiner, et al., The Lancet 335:1-3 (1990) (previously considered 

in US 07/456,637, reference LL; and US 08/103,961, reference 
I.B.353; cited above as LB. 121) 

V. REFERENCES AND OTHER MATERIALS CITED TOWARDS REJECTIONS 
OF CLAIMS OR OBJECTIONS TO THE SPECIFICATION CORRESPONDING 
TO THE THIRD FOREIGN FILING 

The documets in the list below have been cited in a rejection of claims or an objection to 
the specification of one of the following U.S. Patent Applications or a corresponding foreign 
patent application or issued patent claiming priority from one of the following U.S. Patent 
Applications, whether in prosecution, litigation, opposition, or third party observations: U.S. 
Applications 07/355,961 (filed May 18. 1989), 07/456,637 (filed December 21, 1989), and 
07/505,435 (filed April 4, 1990). The documents in the list below also includes other materials 
relied on during foreign oppositions. 

V.A. List of Art Cited Against the Claims by A U.S. Examiner 

V. A.1. Bradley, et al., Prog. Med. Virol. 37:101-135 (1990); (cited by the 

examiner in US 07/456,637, reference R paper 23; cited above as 
I.B.20) 

V.A.2. Berger, et al.„ U.S. Patent 4,891 ,3 1 3 (1 990); (cited by the 

examiner in US 07/456,637, reference B paper 13; cited above as 
I.B.13) 

V.A.3. forrest, et al., US Patent 4,659,678 (1987); (Cited in US 
07/456,637, reference A paper 1 3 ; cited above as I.B.52) 

V.A.4. Mishiro, et al., U.S. Patent 5,077,193 (1991); (Cited in US 
07/456,637, reference A paper 23; cited above as I.B.76) 

V.A.5. Oellerich, J. Clin. Chem. Clin. Biochem. 22:895-904 (1984); 

(Cited in US 07/456,637, reference R paper 13; cited above as 
I.B.82) 
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V.A.6. Seto, et al., US Patent 4,673,634 (1987); (previously considered in 
US 07/122,174, US 07,139,886, US 07/161,072, US 07/191,263 
(paper no. 5) and US 07/456,637, reference BA; cited above as 
I.B.I 02) 

V.A.7. Tabor, et al., J. Med. Virol. 4:161-169 (1979); (previously 

considered in US 07/456,637, reference RL, cited in paper 23; 
cited above as I.B.I 10) 

V.A.8. Villarejos, et al., US Patent 4,702,909 (1 987); (previously 

considered in US 07/122,174, US 07/139,886, US 07/161,072, 
US 07/191,263 (paper no. 5), and US 07/456,637, reference BB; 
cited above as I.B.I 16) 

V.A.9. Young, et al., Proc. Natl. Acad. Sci USA. 80:1 194-1 198 (1983); 

(previously considered in US 07/456,637, reference FFM, cited by 
the examiner as reference S in paper 23; cited above as LB. 124) 

V.B. List of Art Cited Against the Claims During the Prosecution of 
PCT/US90/02853. 

[This information was cited during the prosecution of the PCT application which 
claims priority from US Application Nos. 07/355,961, 07/456,637, and 
07/355,961] 

V.B.I. Mullis, et al., US Patent 4,683,195; (previously considered in US 
07/355,961, 07/505,435; and US 08/103,961, reference I.B.218; 
cited above as I.B.78) 

V.B.2. Mullis, et al., US Patent 4,683,202; (previously considered in US 
07/355,961, 07/505,435; and US 08/103,961, reference I.B.219; 
cited above as LB. 79) 

INFORMATION FROM THE LITIGATION OF U.K. PATENT 2,212.511 

The following materials were selected from the vast materials relating to the UK 
litigation involving the UK counterpart of the six eldest ancestor applications. None of 
the claims in that patent, UK Patent No. 2,212,51 1 (listed as I.B.153, above), are directly 
analogous to the claims in the subject application; Le. immunoassays comprising 
antisens wi thin the HCV genome . Applicants provided this information to the U.S. 
Patent office as requested during an the interview with Examiner Sisson in the 
08/103,961 application. This information was reviewed by Examiner Sisson, although 
not formally made of record on a PTO 1449 in the underlying application. Applicants 
are, herewith, submitting a PTO 1449 for these materials in this application. 
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Should the Examiner wish to review additional materials not previously provided 
or provided herewith, she is invited to contact the undersigned. Provided the Applicants 
have access to the materials and are not prevented by such confidentiality rules of the UK 
court, such materials will be supplied. 

The Examiner should review initially the pleadings, the opening and closing 
speeches of counsel, and the Judgment (a copy of which was supplied during the 
interview). With respect to the pleadings, the final for the defendants' attack on the UK 
patent can be found in the pleadings at Bundle 2, tabs 14-16. The prior art relied upon in 
attacking the UK patent (listed above in II.B) can be found in Bundle 4, the front index of 
which sets out the prior art by type of attack (i.e., novelty, obviousness/common general 
knowledge, sufficiency). The novelty attack based on the Ross River Virus was dropped 
in the middle of trial. 

Also included were similar affidavits that were produced in the course of a 
proceeding to obtain a preliminary injunction (called an interlocutory order) against the 
defendants. 

VI.A. Affidavits and Trial Bundles from the Litigation of U.K. Patent No. 2,212,51 1 

VI. A. 1 . The Patent In Suit, UK Patent 2,2 1 2,5 1 1 for HEPATITIS C 

VIRUS (Houghton, et al.), patent published 1/22/92. (previously 
provided to the Patent office in US 08/103,961, reference III.A.l) 
(cited above in LA.) 

VI.A.2. Amended Writ (Chiron Corp., et al. v. Organon Teknika, Ltd., et 
al. CH 1992 C No. 489) (previously provided to the Patent office 
in US 08/103,961, reference IILA.2) (cited above in LA.) 

VI.A.3. Original Writ (Chiron Corp., et al. v. BCW Operations Ltd., CH 
1 992 C No. 1 5 1 3) (previously provided to the Patent office in US 
08/103,961, reference III.A.3) (cited above in LA.) 

VI.A.4. Re-Amended Statement of Claim (Chiron Corp., et al. v. Organon 
Teknika Ltd., et al., CH 1992 C No. 489) (previously provided to 
the Patent office in US 08/103,961, reference III.A.4) (cited above 
in LA.) 
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VI.A.5. Amended Statement of Claim (Chiron Corp., et al. v. Murex 

Diagnostics Ltd., CH 1992 C No. 1513) (previously provided to 
the Patent office in US 08/103,961, reference III.A.5) (cited above 
in LA.) 

VI.A.6. Amended Particulars of Infringement (Chiron Corp., et al. v. 

Organon Teknika Ltd., CH 1992 C No. 489)(previously provided 
to the Patent office in US 08/103,961, reference III.A.6) (cited 
above in LA.) 

VI.A.7. Particulars of Infringement (Chiron Corp., et al. v. BCW 

Operations Ltd., CH 1992 C No. 1513) (previously provided to the 
Patent office in US 08/103,961, reference III.A.7) (cited above in 
LA.) 

VI. A. 8. Amended Defense and Counterclaim of the Fifth Defendant 

(Chiron Corp., et al. v. Organon Teknika Ltd., et al., CH 1992 C 
No. 489) (previously provided to the Patent office in US 
08/103,961, reference IILA.8) (cited above in LA.) 

VI. A.9. Re-Re-Re- Amended Particulars of Objections of the Fifth 

Defendant (Chiron Corp., et al., v. Organon Teknika Ltd., et al., 
CH 1992 C No. 489) (previously provided to the Patent office in 
US 08/103,961, reference III.A.9) (cited above in LA.) 

VI. A. 1 0. Amended Voluntary and Better Particulars of Insufficiency of 
Disclosure an Extension of Disclosure Under Particulars of 
Objections of the Fifth Defendant (Chiron Corp., et al. v. Organon 
Teknika Ltd., et al., CH 1992 C No. 489) (previously provided to 
the Patent office in US 08/103,961, reference III.A.10) (cited 
above in LA.) 

Amended Reply and Defense to Counterclaim of the Fifth 
Defendant (Chiron Corp., et al. v. Organon Teknika Ltd., et al. CH 
1992 C No. 489) (previously provided to the Patent office in US 
08/103,961, reference III.A.l 1) (cited above in LA.) 

Further and Better Particulars of the Amended and Re- Amended 
Replies and of the Amended Answer (Chiron Corp., et al. v. 
Organon Teknika Ltd., et al. and Murex Diagnostics Ltd., 
Consolidated Actions No. CH 1992 C No. 489, CH 1992 C No. 
1513 and CH 1992 B No. 5552) (previously provided to the Patent 
office in US 08/103,961, reference III.A.12) (cited above in LA.) 



VI.A.11. 



VI.A.12. 
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VI. A. 1 3 . Notice Pursuant to the Civil Evidence Act 1 968 and RSC Order 3 8, 
Rules 21 to 25 (Chiron Corp., et al. v. Organon Teknika Ltd., et al. 
and Murex Diagnostics Ltd., Consolidated Actions No. CH 1992 C 
No. 489, and CH 1992 C No. 1513) (previously provided to the 
Patent office in US 08/103,961, reference III.A.13) (cited above in 
LA.) 

VI. A. 14. Notice of Motion (Chiron Corp., et al. v. Organon Teknika Ltd., et 
al., CH 1992 C No. 489, 6/4/93) (previously provided to the Patent 
office in US 08/103,961, reference III.A.14) (cited above in LA.) 

VI.A. 15. Notice of Motion (Chiron Corp., et al. v. Organon Teknika Ltd., et 
al., CH 1992 C No. 489, 6/28/93) (previously provided to the 
Patent office in US 08/103,961, reference III.A.15) (cited above in 
LA.) 

VI. A. 1 6. Consolidated Defense and Counterclaim of all Defendants (Chiron 
Corp., et al. v. Organon Teknika Ltd., et al. and Murex Diagnostics 
Ltd., Consolidated Actions No. CH 1992 C No. 489, and CH 1992 
C No. 1513) (previously provided to the Patent office in US 
08/103,961, reference III.A.16) (cited above in LA.) 

VI.A. 1 7. Consolidated Particulars of Objections of all Defendants (Chiron 
Corp., et al. v. Organon Teknika Ltd., et al. and Murex Diagnostics 
Ltd., Consolidated Actions No. CH 1992 C No. 489, and CH 1992 
C No. 1513) (previously provided to the Patent office in US 
08/103,961, reference III.A.17) (cited above in LA.) 

VI.A.18. Amended Notice Under Section 2 of the Civil Evidence Act 1968 
(Chiron Corp., et al. v. Organon Teknika Ltd., et al. CH 1992 C 
No. 489) (previously provided to the Patent office in US 
08/103,961, reference III.A.18) (cited above in LA.) 

VI. A. 1 9. Notice of Motion (Chiron Corp., et al. v. Organon Teknika Ltd., et 
al. and Murex Diagnostics Ltd., Consolidated Actions No. CH 
1992 C No. 489, and CH 1992 C No. 1513, 6/30/93) (previously 
provided to the Patent office in US 08/103,961, reference III.A.19) 
(cited above in LA.) 

VI. A.20. Notice of Motion (Chiron Corp., et al. v. Murex Diagnostics Ltd., 
CH 1 992 C No. 1 5 1 3, 4/8/93) (previously provided to the Patent 
office in US 08/103,961, reference III.A.20) (cited above in LA.) 

VI. A.2 1 . Notice of Motion (Chiron Corp., et al. v. Organon Teknika Ltd., et 
al., CH 1992 C No. 489, 4/8/93) (previously provided to the Patent 
office in US 08/103,961, reference III.A.21) (cited above in LA.) 
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VI.A.22. Affidavit of Gregor Mclntyre Grant (Chiron Corp., et al. v. Murex 
Diagnostics Ltd., CH 1992 C No. 1513) (previously provided to 
the Patent office in US 08/103,961, reference III.A.22) (cited 
above in I. A.) 

VI.A.23. Fifth Affidavit of Christopher Peter Tootal (Chiron Corp., et al. v. 
Organon Teknika Ltd., et al. and Murex Diagnostics Ltd., 
Consolidated Actions No. CH 1992 C No. 489, and CH 1992 C 
No. 1513) (previously provided to the Patent office in US 
08/103,961, reference III.A.23) (cited above in LA.) 

VI. A.24. Affidavit of Laura A. Coruzzi filed 1 3 February 1 992 with the 

High Court of Justice Chancery Division Patents Court, Case No. 
489, Chiron Corp., Ortho Diagnostic Systems, Inc. and Ortho 
Diagnostic Systems Limited v. Organon Teknika Ltd.; (previously 
considered in US 07/456,637, reference FFK) (previously provided 
to the Patent office in US 08/103,961, reference III.A.24) (cited 
above in LA.) 

VI.A.25. Affidavit of Professor Sir Aaron Klug, ScD, Hon FRCP, FRS, filed 
13 February 1992 with the High Court of Justice Chancery 
Division Patents Court, Case No. 489, Chiron Corp., Ortho 
Diagnostic Systems, Inc. and Ortho Diagnostic Systems Limited v. 
Organon Teknika Ltd. (previously considered in US 07/456,637, 
reference FFL) (previously provided to the Patent office in US 
08/103,961, reference III.A.25) (cited above in I.A.) 

VI.A.26. Faragher, Ph.D. thesis, Australian Natural University Lab, March, 
1987 (previously considered in US 08/103,961, reference VI.27, 
cited above as I.B.48) 

VI.A.27. Okamoto, et al., Virology 188:331-341 (1992) (previously 

considered in US 08/103,961, reference VI.28, cited above as 
I.B.83) 

VI.A.28. Vrati, et al., Virology 151:222-232 (1986) (previously considered 
in US 08/103,961, reference VI.29, cited above as I.B.I 18) 

VI.A.29. Bankier, et al., Mol. Biol. Med . 1:425-445) (1983) (previously 
considered in US 08/103,961, reference I.A.I 1; cited above as 
LB. 12) 

VI.A.30. Lopez, et al., Proc. Natl. Acad. Sci. USA 84:5615-5619 (1987) 
(previously considered in US 08/103,961, reference I.A.56, cited 
above as LB. 71) 

VI.A.3 1 . Rice, et al., Science 229:726-733 (1 985) (previously considered in 
US 08/103,961, reference I.A.69, cited above as I.B.92) 
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VI.A.32. Backendorf, et al., Nucl. Acids Res. 14(7):2877 (1983) (previously 
considered in US 08/103,961, reference I.A.9, cited above as 
I.B.I 1) 

VI.A.33. Arikan, et al., Nucl. Acids Res. 14(6):2637 (1 986) (previously 

considered in US 08/103,961, reference I.A.5, cited above as I.B.8) 

VI.A.34. Buttner, et al., Mol. Gen. Genet. 209:101-109 (1987) (previously 
considered in US 08/103,961, reference I.A.25, cited above as 
I.B.27) 

VI.A.35. Molenaar, et al., Nucl. Acids Res. 12(19):7345 (1984) (previously 
considered in US 08/103,961, reference I.A.59, cited above as 
I.B.77) 

VI.A.36. Nakada, et al., Virus Res. 1 :433-441 (1 984) (previously considered 
in US 08/103,961, reference I.A.62; cited above as I.B.80) 

VI.A.37. Yaegashi, et al., Gene 46:257-267 (1 986) (previously considered in 
US 08/103,961, reference I.A.89; cited above as I.B.123) 

VI.A.38. Bradley, et al., Gastroenterology 88:773-779 (1985) (previously 
considered in US 08/1 03,96 1 , reference I.B.5 1 ; cited above as 
I.B.16) 

VI.A.39. Bradley, et al., J. Virol. Meth . 10:307-319 (1985) (previously 
considered in US 08/103,961, reference I.B.45; cited above as 
I.B.I 5) 

VI.A.40. Bradley, et al., Seminars in Liver Disease 6(l):56-66 (1986) 

(previously considered in US 08/103,961, reference I.B.62; cited 
above as I.B.21) 

VI.A.41. Bradley, et al., J. Med. Virol. 3:253-269 (1979) (previously 

considered in US 08/103,961, reference I.B.56; cited above as 
LB. 18) 

VI.A.42. Weiner, et al., J. Med. Virol. 21:239-247 (1987) (previously 

considered in US 08/103,961, reference I.B.350; cited above as 
LB. 120) 

VI.A.43. Rice, et al., Science 229:726-733 (1985) (previously considered in 
US 08/103,961, reference I.A.69; cited above as I.B.92) 

VI.A.44. Aaskov, et al., J. Immu. Meth. 25:37-41 (1979) (previously 

considered in US 08/103,961, reference I.A.2; cited above as I.B.5) 

VI.A.45. Edwards, Immunoassay: An Introduction (London, 1985) 

(previously considered in US 08/103,961, reference I.A.32; cited 
above as I.B.46) 
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VI.A.46. O'Sullivan, Clinical and Biochemical Analysis . Vol. 14, Chpt. 3 

(1984) (previously considered in US 08/103,961, reference I.A.66; 
cited above as I.B.85) 

VI.A.47. Schuurs, et al., Clin. Chem. ACTA 81:1-40 (1977) (previously 
considered in US 08/103,961, reference I.A.74; cited above as 
LB. 97) 

VI.A.48. Young, et al., Proc. Natl. Acad. Sci. USA 80:1 194 (1983) 

(previously considered in US 08/103,961, reference I.B.358; cited 
above as I.B.I 24) 

VI.A.49. Kemp, et al., Proc. Natl. Acad. Sci. 80:3787 (1983) (previously 
considered in US 08/103,961, reference I.A.95; cited above as 
I.B.68) 

VI.A.50. Stahl, et al., Proc. Natl. Acad. Sci. USA 81:2456 (1984) 

(previously considered in US 08/103,961, reference I.A.80; cited 
above as I.B.I 07) 

VI.A.51. Huynh, et al., DNA Cloning . Vol. 1, Chpt. 2, p. 49 (1985) 

(previously considered in US 08/103,961, reference I.A.95; cited 
above as I.B.66) 

VI.A.52. Davis, et al., Proc. Natl. Acad. Sci. USA 83:5534 (1986) 

(previously considered in US 08/103,961, reference I.A.30; cited 
above as I.B.39) 

VI.A.53. Guerin-Marchand, Nature 329:164 (1987) (previously considered 
in US 08/103,961, reference I.B.143; cited above as I.B.56) 

VI.A.54. Scallon, et al., Mol. Biochem. Parasitology 24:237 (1987) 

(previously considered in US 08/103,961, reference I.A.73; cited 
above as LB. 96) 

VI.A.55. Olds, et al., Principles of Gene Manipulation 3rd Ed. p. 113 (1985) 
(previously considered in US 08/103,961, reference I.A.65; cited 
above as LB. 8) 

VI.A.56. Mierendorf, et al., Methods of Enzvmology. Chpt. 5 1 , Vol. 1 52 
(1987) Berger & Kimmel (eds) (previously considered in US 
08/103,961, reference I.A.12; cited above as LB. 14) 

VI.A.57. Houghton, et al., Hepatology 14(2):381 (1991) (previously 

considered in US 08/103,961, reference I.A.47; cited above as 
I.B.63) 

VI.A.58. Faragher, et al., Virology 163:509 (1988) (previously considered in 
US 08/103,961, reference I.A.35; cited above as I.B.50) 

VI.A.59. Witness Statement of Michael Houghton (cited above in LA.) 
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VI.A.60. Witness Statement of Amy Joan Weiner (cited above in LA.) 

VI.A.61 . Witness Statement of George Kuo (cited above in LA.) 

VI.A.62. Witness Statement of Michael Joseph McGarvey (cited above in 
LA.) 

VI.A.63. Affidavit of Robert Tjian (cited above in I.A.) 

VLA.64. Supplemental Witness Statement of Amy Joan Weiner (cited above 
in LA.) 

VI.A.65. Expert's Report of William J. Brammar (cited above in LA.) 

VLA.66. Expert's Report of Howard Christopher Thomas) (cited above in 
LA.) 

VI.A.67. Experts Report of Harold Eliot Varmus (cited above in LA.) 

VI.A.68. Supplemental Expert's Report of William J. Brammar (cited above 
in LA.) 

VI. A.69. Supplemental Expert's Report of Howard Christopher Thomas 
(cited above in LA.) 

VLA.70. Annexure 1 to the Witness Statement of Michael 

Houghton — Michael Houghton CV (cited above in I.A.) 

VI.A.71 . Annexure AJW-1 to Witness Statement of Amy Joan 

Weiner — New York Times 5/11/88 (cited above in I.A.) 

VLA.72. Annexure GK-1 to the Witness Statement of George Kuo — George 
Kuo CV (cited above in LA.) 

VLA.73. Annexure GK-2 to the Witness Statement of George Kuo — Quote 
regarding "snarks" (cited above in I.A.) 

VI.A.74. Annexure MJM-1 to Witness Statement of Michael Joseph 
McGarvey — McGarvey, et al., Proc. Natl. Acad. Sci. USA. 
81:3690 (1984) (cited above in I.A.) 

VI.A.75. Annexure MJM-2 to Witness Statement of Michael Joseph 

McGarvey — Award to McGarvey from the Nuffield Foundation 
(cited above in I.A.) 

VI.A.76. Annexure MJM-3 to Witness Statement of Michael Joseph 
McGarvey — The Guardian, 5/12/88 (cited above in LA.) 

VI. A.77. Annexure MJM-4 to Witness Statement of Michael Joseph 

McGarvey — New Scientist , May 26, 1988 (cited above in I.A.) 
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VI.A.78. Annexure MJM-5 to Witness Statement of Michael Joseph 

McGarvey— McGarvey, et al., J. Hepatol. 13(Supp. 2):S52 (cited 
above in LA.) 

VI.A.79. Annexure 1 to Witness Statement of William J. 

Brammar — William J. Brammar CV (cited above in LA.) 

VI.A.80. Annexure 2 to Witness Statement of William J. 

Brammar— Broome, et al., Proc. Natl. Acad. Sci. USA 75(6):2746 
(1978) (cited above in LA.) 

VI.A.8 1 . Annexure 3 to Witness Statement of William J. 

Brammar--Williams, et al., J. Med. Virol . 24:263 (1988) (cited 
above in LA.) 

VI.A.82. Annexure 4 to Witness Statement of William J. 

Brammar— Bradley, et al., J. Med. Virol. 34:206 (1991) (cited 
above in LA.) 

VI.A.83. Annexure 5 to Witness Statement of William J. 

Brammar — Geysen, et al., Proc. Natl. Acad. Sci. USA 81:3998 
(1984) and Geysen, et al., J. Imrnu. Meth . 102:159 (1987) (cited 
above in LA.) 

VI.A.84. Annexure 6 to Witness Statement of William J. Brammar — A 
Dictionary of Genetic Engineering, p. 49 (1985) (cited above in 
LA.) 

VI. A.85. Annexure 7 to Witness Statement of William J. 

Brammar — Package insert for Hepatitis C virus enzyme 
immunoassay (cited above in LA.) 

VI.A.86. Annexure 8 to Witness Statement of William J. Brammar — Fig. 
14-1, combined ORF of DNAs (cited above in LA.) 

VI. A.87. Annexure 9 to Witness Statement of William J. Brammar— Choo, 
et al. Proc. Natl. Acad. Sci. USA 88(6):2451 (1991) (cited above in 
LA.) 

VI.A.88. Annexure 10 to Witness Statement of William J. Brammar— UBI 
Manufacturing Document (cited above in LA.) 

VI.A.89. Annexure HCT-1 to Witness Statement of Howard Christopher 
Thomas — Howard Christopher Thomas CV (cited above in LA.) 

VI. A.90. Annexure HCT-2 to Witness Statement of Howard Christopher 
Thomas — Historical listing of references over time to specific 
issues (cited above in LA.) 
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VI.A.91 . Annexure HCT-3 to Witness Statement of Howard Christopher 
Thomas— Thomas, Quarterly J. Med. 65(246):793 (1987) (cited 
above in I.A.) 

VI.A.92. Annexure HCT-4 to Witness Statement of Howard Christopher 
Thomas — Bamber, et al, Med. Lab. Sciences 38:373 (1 98 1) 
(previously considered in US 08/103,961, reference I.B.43) 

VI.A.93. Annexure HCT-5 to Witness Statement of Howard Christopher 
Thomas— Luo, et al., J. Med. Virol. 12:253 (1983) (previously 
considered US 08/103,961, reference I.B.198) 

VI. A.94. Annexure HCT-6 to Witness Statement of Howard Christopher 

Thomas— Kernoff, et al., Br. J. Haemo . 60:469 (1985) (cited above 
in I.A.) 

VI.A.95. Annexure HCT-7 to Witness Statement of Howard Christopher 
Thomas — Bamber, et al., J. Med. Virol . 8:267 (1981) (previously 
cited US 08/103,961, reference I.B.42) (cited above in I.A.) 

VI.A.96. Annexure HCT-8 to Witness Statement of Howard Christopher 
Thomas— Karayiannis, et al,. J. Med. Virol. 11:251 (1983) 
(previously considered UA 08/103,961, reference I.A.51) (cited 
above in I.A.) 

VI.A.97. Annexure HCT-9 to Witness Statement of Howard Christopher 

Thomas — Fowler, et al, J. Med. Virol. 12:205 (1983) (previously 
. considered US 08/1 03,96 1 , reference LB. 1 28) 

VI.A.98. Annexure HCT-10 to Witness Statement of Howard Christopher 
Thomas — Information regarding NANB Research Awards (cited 
above in LA.) 

VI.A.99. Annexure HCT-1 1 to Witness Statement of Howard Christopher 

Thomas— Kumar, et al., J. Gen. Virol. 73:1521 (1992) (cited above 
in LA.) 

VI. A. 1 00. Annexure HCT- 1 2 to Witness Statement of Howard Christopher 

Thomas— Ogata, et al., Proc. Natl. Acad. Sci. USA 88:3392 (1991) 
(cited above in I.A.) 

VI. A. 1 0 1 . Annexure HCT- 1 3 to Witness Statement of Howard Christopher 
Thomas— Geysen, et al., Proc. Natl. Acad. Sci. USA 81:3998 
(1984) (cited above in I.A.) 

VI. A. 1 02. Annexure HEV- 1 to Witness Statement of Harold Eliot 
Varmus — Harold E. Varmus CV (cited above in LA.) 
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VLA.103. Annexure HEV-2 to Witness Statement of Harold Eliot 

Varmus--Choo, et al. 5 Proc. Natl. Acad. Sci. USA 88:2451 (1991) 
(cited above in I. A.) 

VI. A. 1 04. Annexure HEV-3 to Witness Statement of Harold Eliot 
Varmus — Comparison of Fig. 14 with HCV sequences in 
Genebank (cited above in LA.) 

VI.A.105. Scientific Publications and Discovery Documents Referred to in 
the Plaintiffs' Evidence but not Annexed (cited above in LA.) 

VLA.106. Erlich, et al., CeU 13:681-689 (1978) (cited above in LA.) 

VI.A.107. UBI Discovery Document No. 970 (cited above in LA.) 

VI.A.108. Chiron Discovery Document No. 358 through 366 and 596 (cited 
above in LA.) 

VLA.109. Raceniello, et al., Science 214:916-919 (1981) (cited above in LA.) 

VI.A.l 10. Halliday, et al., Gastroenterology Practice 2:6-16 (1986) (cited 
above in LA.) 

VLA.l 1 1. Seeff, et al, "Posttransfusion hepatitis 1973-1975:A Veterans Co- 
operative Study", in Viral Hepatitis (Vyas, et al. eds. 1978) (cited 
above in LA.) 

VLA.1 12. Swinbanks, Nature 342:467 (1989) (cited above in LA.) 

VI.A. 113. Bosch, et al., "Hepatocellular Carcinoma in the World: 

Epidemiologic Questions" in Etiology, Pathology and Treatment of 
Hepatocellular Carcinoma in North America (diBisceglie, ed. 
1991) (cited above in LA.) 

VI.A.l 14. Shimizu, et al., Science 205:197 (1979) (previously considered in 
US 08/103,961, reference LB.280, cited above as LB. 105) (cited 
above in LA.) 

VI.A.1 15. Feinstone, et al., Infectious Disease 144:588-598 (1991) 

(previously considered in US 08/103,961, reference I.A.96) (cited 
above in LA.) 

VLA.l 16. Brahm, et al., J. Med. Virol. 25:157 (1988) (previously considered 
in US 08/103,961, reference I.B.64) (cited above in LA.) 

VLA.l 17. Choo, et al., Seminars in Liver Disease 12:279-288 (1992) 

(previously considered in US 08/103,961, reference LA. 105) (cited 
above in LA.) 

VI.A. 118. Chiron Discovery Document No. 644 (cited above in LA.) 
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VI. A. 1 19. Dienstag, et al., J. Infect. Pis. 143(2):200 (1981) (cited above in 
LA.) 

VI.A.120. Hoofnagle, et al., Annals of Int. Med. 87:14-20 (1977) (cited above 
in I.A.) 

VIA. 121. Craske, et al., J. Hyg. Camb. 80:327 (1978) (cited above in LA.) 

VIA. 1 22. Alter, et al., The Lancet 8062:459 (3/4/78) (cited above in LA.) 

VI.A.123. Tabor, et al., "Experimental Transmission and Passage of Human 
Non-A/Non-B Hepatitis in Chimpanzees," chpt. 38, p. 419 (cited 
above in LA.) 

VIA. 124. Bradley, et al., J. Med. Virol. 3:253-269 (1979) (previously 

considered in US 08/103,961, reference LB. 56; cited above as 
LB. 18) 

VI.A.125. Yoshizawa, et al., Gastroenterology 79:512-520 (1980) (previously 
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